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HEARING CHARTER 

SUBCOMMITTEE ON INVESTIGATIONS AND OVERSIGHT 
COMMITTEE ON SCIENCE AND TECHNOLOGY 
U.S. HOUSE OF REPRESENTATIVES 

The Role of Science 
in Regulatory Reform 

THURSDAY, APRIL 30, 2009 

io:oo a.m.-12:oo p.m. 

2318 RAYBURN HOUSE OFFICE BUILDING 


Purpose 

On Thursday, April 30, 2009, the Subcommittee on Investigations and Oversight 
of the Committee on Science and Technology will hold a hearing regarding President 
Obama’s call for updating the federal regulatory review process. In one of his first 
orders, Mr. Obama withdrew the Bush Administration’s controversial Executive 
Order 13422 and also directed the Office of Management and Budget (OMB) to de- 
velop a set of recommendations for a new approach to regulatory review within 100 
days. 1 The new Executive Order would replace the Clinton-era Executive Order 
12866, published on September 30, 1993 and currently in force, which provides guid- 
ance to agencies for submitting proposed regulations to OMB for pre-approval. 

In his Memorandum, the President noted that “a great deal has been learned” 
about regulation, its uses and the process of regulatory review since the publication 
of E.O. 12866. In what he called “this time of fundamental transformation,” the 
President said that the regulatory review “process — and the principles governing 
regulation in general — should be revisited.” OMB issued a request for public com- 
ment regarding regulatory reform that would: 

• “offer suggestions for the relationship between [the Office of Information and 
Regulatory Affairs (“OIRA”)] and the agencies; 

• “provide guidance on disclosure and transparency; 

• “encourage public participation in agency regulatory processes; 

• “offer suggestions on the role of cost-benefit analysis; 

• “address the role of distributional considerations, fairness, and concern for the 
interests of future generations; 

• “identify methods of ensuring that regulatory review does not produce undue 
delay; 

• “clarify the role of the behavioral sciences in formulating regulatory policy; 
and 

• “identify the best tools for achieving public goals through the regulatory proc- 
ess.” 

E.O. 13422 required that agencies identify in writing to OIRA the specific market 
failure or problem that warranted the proposed regulation or guidance; that a Presi- 
dential appointee in each agency be designated as Regulatory Policy Officer; and 
that that officer approve each regulatory undertaking by the agency. The Sub- 
committee held two hearings on E.O. 13422 in the previous Congress, on February 
13, 2007 and on April 26, 2007, and Chairman Miller sponsored an amendment 
aimed at blocking OlRA from using funds in its 2008 appropriation to implement 
the Order. 2 

This hearing marks the third by the Subcommittee to examine the role of the Of- 
fice of Information and Regulatory Affairs (OIRA), the office at OMB that has 
evolved into the center for Executive review of regulations. Prior hearings focused 


1 74 FR 5977 (2009). 

2 H.AMDT. 461 to H.R. 2829, Making appropriations for financial services and general govern- 
ment for the fiscal year ending September 30, 2008, and for other purposes. The amendment 
was accepted by voice vote and was in the version of H.R. 2829 that passed the House, but it 
was removed in the Senate and was not included the final legislation, H.R. 2764, the Consoli- 
dated Appropriations Act, 2008. 
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on how the Bush Administration was using OIRA to block, hinder or weaken regu- 
latory proposals from statutory agencies. This hearing will receive testimony from 
experts in the public interest and academic world who track the activities of OIRA 
or the results of its interventions. In particular, it will look at the following issues: 

1. The nature of OIRA’s role in the regulatory process, particularly in the way 
it uses or challenges scientific information, and its relationship to federal 
regulatory agencies; 

2. The standard of transparency that should be expected of OIRA in the regu- 
latory process; and 

3. The role of cost-benefit analysis in the regulatory process. 

Witness List 

Caroline Smith DeWaal: Director, Food Safety Program, Center for Science in the 
Public Interest 

Rick Melberth, Ph.D.: Director, Federal Regulatory Policy, OMB Watch 
Wesley Warren: Director of Programs, National Resources Defense Council 

Cary Coglianese, Ph.D: Associate Dean and Edward B. Shils Professor of Law and 
Professor of Political Science, University of Pennsylvania Law School 

Rena Steinzor: Professor of Law, University of Maryland. 

Key Issues 

Regulatory authority is the main tool Congress has used to charge Executive 
agencies with responsibilities to protect the environment, public health, the safety 
of the workplace, the use of public lands and myriad other good purposes. Congress 
obviously cannot pass a new law every time a new threat to the environment or to 
human health emerges. Instead, Congress puts into place general purposes, general 
authority and a set of values that the agency should use in carrying out the law. 

When OIRA injects itself into the regulatory process, it can become unclear 
whether the Office is acting to guarantee that a proposed regulation is convincingly 
demonstrated and efficient in its likely outcome, or is simply substituting the Presi- 
dent’s values and preferences for the goals and purposes Congress wrote into law. 
The line between the former and the latter can be crossed either in the guidance 
to agencies from OIRA or by the way OIRA conducts itself. 

OIRA has quietly grown into the most powerful regulatory agency in Washington. 
The Reagan Administration used OIRA to push further and further into the process 
of vetting regulations. A string of Executive Orders in the 1980s, many issued dur- 
ing David Stockman’s tenure at OMB, forced agencies to let OIRA be a full part- 
ner — some thought dominant partner — in moving regulations forward. Several 
House Chairs fought a very bitter struggle to push OIRA back out of the business 
of interfering with the conduct of agencies as they carried out the law. That fight 
met only mixed success. 

E.O. 12866, discussed in greater detail below, was a Clinton-era effort to retain 
Reagan-initiated White House oversight of agency regulatory processes balanced 
against the recognition that agencies must have primacy in the regulatory process. 
The thrust of E.O. 12866 was to pare back the array of regulatory actions that 
would be swept up into OIRA’s review, and it was estimated that the reviews done 
by OIRA fell from approximately 2,000 to approximately 500. Clinton’s OIRA, while 
still assertive, was cognizant that it was ultimately the agencies that were charged 
by Congress with carrying out public purposes and that OIRA’s assertions of author- 
ity had to be tempered by that legal reality. 

The Bush Administration moved very aggressively to supplant the agencies’ au- 
thority with a centralized command-and-control system whereby OIRA acted as a 
very stingy gatekeeper on what proposed regulations could see the light of day. In 
tone, OIRA returned to the Reagan era, using its privileged position as “the Presi- 
dent’s voice” in regulatory matters to push agencies into rethinking everything they 
were doing on regulation. 

Critics of the role OIRA began in 2001 to assert that the values and judgments 
of OIRA’s small staff — which is dominated by economists — trumped the judgments 
of technical experts in the agencies and supplanted the values in statute designed 
to guide agency regulatory activities. OIRA used its circulars to force agencies to 
analyze and reanalyze the information underlying and supporting proposed regula- 
tions. 

Additionally, under the now-revoked E.O. 13422, OIRA put in place very clear eco- 
nomic criteria for regulation and guidance that, depending on the case, may have 
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had nothing to do with the values established in statute. Finally, having neither 
consulted nor received input from Congress, the Bush Administration made the Reg- 
ulatory Policy Officer a more empowered gatekeeper, with direct political allegiance 
to the President. 

Many (including staff of regulatory agencies) assert that the cumulative effect of 
OIRA’s behavior under the Bush Administration was to intimidate agencies into 
running away from their statutory responsibilities in order to avoid getting caught 
up in the political struggles that were associated with moving regulation forward. 
Supporters of the Bush-era approach, happy to see an office moving to slow agency 
actions, argued that the net result of OIRA’s actions was, at the end of the day, 
more defensible regulation. 

The question facing the President and the country is: What kind of OIRA should 
we have? If the Clinton era order is dated and not as transparent as it could be, 
and the Bush era approach is too much “centralized command-and-control” and 
raises questions about whether the Executive is undermining agencies’ abilities to 
carry out the law, what should the new Administration do with OIRA? Getting the 
answer to this question right is the difference between a government that follows 
the law — acting effectively and efficiently to protect the public’s health and safety — 
and crippling the ability of agencies to carry out the laws passed by Congress. 

Background 

Brief History of OMB: What is now known as the Office of Management and 
Budget (“OMB”) was originally created in the Budget and Accounting Act of 1921. 3 
The Act created the Bureau of the Budget (“BOB”) in the Treasury Department. 
Congress created BOB to unify the budget process and enable the Executive branch 
to send a single budget to Congress. Previously, the Executive branch transmitted 
budgets to Congressional committees independently of one another, and the budget 
process was consequently highly fragmented. Created at the same time, the 
Congress’s General Accounting Office (now the Government Accountability Office) 
was to give Congress an ability to independently check the budgetary information 
from the Executive as well as to examine the way programs were being funded and 
managed. 

In 1939, Congress moved BOB from the Treasury Department to the Executive 
Office of the President. 4 FDR, largely through executive order, expanded BOB’s 
functions to include broad management oversight of federal operations. 

In 1970, BOB went through another major reorganization, which saw it trans- 
formed into OMB. 5 At this time, the federal management oversight functions of 
OMB were expanded, and they have continued to be expanded until the present day. 

The next major change to OMB occurred with the 1980 Paperwork Reduction Act. 6 
This act created the Office of Information and Regulatory Affairs (“OIRA”) within 
OMB. 7 OIRA’s original charge was primarily to reduce the government paperwork 
burden on the public and to develop policies and standards with regard to informa- 
tion management. One focus of this was to eliminate duplicative or unnecessary pa- 
perwork and information collection. 

Other major laws affecting OMB are the Congressional Budget Act of 1974, and 
the Budget Enforcement Act of 1990. The Budget Enforcement Act expired in 2002. 

OIRA and Executive Order 12866: The Office of Information and Regulatory Af- 
fairs was created with the 1980 Paperwork Reduction Act. 8 Under the enabling Act, 
OIRA was charged with reducing the government paperwork burden on the public 
and developing policies and standards with regard to information management. 
Throughout the years, OIRA’s functions have been expanded through legislation and 
executive action. The major surviving changes include the Paperwork Reduction Act 
of 1995 9 and Executive Order 12866 (1993). In addition, during the Administration 
of George W. Bush, OIRA came to oversee implementation of the Data Access Law 10 
and the Data Quality Law, 11 including the peer review practices of agencies. 

The effect of these and other changes to OlRA was to guarantee OIRA the central 
role in the promulgation of virtually all federal regulations. 


3 42 Stat. 22, Ch. 18, Sec. 207. OMB currently resides at U.S.C. Title 31, Chapter 5 (31 U.S.C. 
Sec. 501). 

4 53 Stat. 1423, Sec. 1. 

5 84 Stat. 2085, Sec. 102(a), restated 88 Stat. 11, Sec. 1. 

6 44 U.S.C. Chapter 35, P.L. 96-511, restated P.L. 104-13, 109 Stat. 163. 

7 44 U.S.C. Sec. 3503. 

8 44 U.S.C. Chapter 35, P.L. 96-511, restated P.L. 104-13, 109 Stat. 163. 

9 44 U.S.C. Chapter 35, P.L. 104-13, 109 Stat. 163. 

19 P.L. 105-277, 112 Stat 2681. 

11 P.L. 106-554, Sec. 515, 114 Stat. 2763. 
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Executive Order 12866 requires the following from all agencies: 

1. Assess the economic costs and benefits of all regulatory proposals; 

2. Complete a Regulatory Impact Analysis (“RIA”) for all major rules (any rule 
that will have an impact of $100 million or more, or that OMB designates 
as major). The RIA must describe the costs and benefits of the proposed rule 
and alternative approaches, and then justify the chosen approach; 

3. Submit all major proposed and final rules to OMB for review; 

4. Wait until OMB reviews and approves the rule before publishing proposed 
and final rules; 

5. Submit an annual plan to OMB to establish regulatory priorities and im- 
prove coordination of the Administration’s regulatory program (this require- 
ment also applies to independent agencies); 

6. Periodically review existing rules. 

Most of these requirements actually originated in earlier administrations (particu- 
larly the Reagan Administration). The initiatives of the Reagan years had turned 
OIRA into a kind of “gatekeeper” that stood between the agencies and the ability 
to put regulations out for comment, or to finalize them. However, the Clinton Ad- 
ministration intended to set a different tone and, drawing on what it felt to be the 
best of the ideas of the Reagan years, drafted a new Executive Order to organize 
and guide the work of OIRA. 

Sally Katzen, an attorney by training with experience in the Carter Administra- 
tion’s management system, took the lead in drafting E.O. 12866. That process in- 
volved comment and review from all the agencies, as well as participation by OMB 
General Counsel, White House Counsel and Domestic Policy Staff, and even the 
President himself. What Katzen attempted to do has been described as the “hot tub 
theory” of managing regulation: Rather than being a gatekeeper, OIRA would work 
with agencies to put out the best regulations possible. The economics of a proposal 
were important, but not to the exclusion of other values. Indeed, there was recogni- 
tion that not everything valued by society could have a dollar value assigned to it. 
In addition, some statutes require agencies to consider economic costs only in choos- 
ing among alternatives for achieving the goal of a regulation, not in deciding wheth- 
er to issue the regulation or not. 

Clinton’s approach changed regulatory oversight. First, it set up a 90-day period 
for OMB review of proposed rules and created a mechanism for the timely resolution 
of disputes between OMB and agency heads. There would be no “paralysis by anal- 
ysis” if these commitments were kept. Second, it created new public disclosure re- 
quirements which mandated that all documents exchanged between OMB and the 
agency during regulatory review be made available to the public at the conclusion 
of the rule-making. Last, the Order created a process for meetings between OMB 
officials and people outside the Executive branch regarding pending reviews that at- 
tempted to shine a more public light on such meetings. 

These aspects of E.O. 12866 made the OMB regulatory review process much more 
transparent and limited OMB’s ability to “kill” agency rule-making by endless OMB 
review. The E.O. also focused OMB review to include only major rule-making in- 
stead of all rule-making, reducing the number of regulations reviewed each year 
from more than 2,000 under Reagan to about 500 under Clinton. 

Bush Amendments to E.O. 12866: The Bush Administration amended this Execu- 
tive Order twice. The first amendment, in 2002, simply removed the Vice President 
from the process, replacing that office with that of the White House chief of staff. 
The second occasion for amendment, the now-revoked Executive Order 13422, came 
with limited warning and little discussion, and it carried much broader implications. 
Below is a summary of the major changes. 

1. Elevating “Market Failure”: 

First, the amendment established a new standard that had to be met by any pro- 
posed guidance or regulation. Originally, the first principle guiding submissions to 
OIRA seeking approval of a proposed regulation was: “Each agency shall identify 
the problem that it intends to address (including, where applicable, the failures of 
private markets or public institutions that warrant new agency action) as well as 
assess the significance of that problem.” 

The amended language read, “Each agency shall identify in writing the specific 
market failure (such as externalities, market power, lack of information) or other 
specific problem that it intends to address (including, where applicable, the failures 
of public institutions) that warrant new agency action, as well as assess the signifi- 
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cance of the problem, to enable assessment of whether any new regulation is war- 
ranted.” 

Critics of OIRA alleged that this new standard of “market failure” supplanted the 
values that exist in statute for regulatory action. They also felt that OIRA could use 
this standard to summarily dispense with proposals it deemed to be unconvincing 
in their articulation of a market failure. However, there was permissive language 
allowing for other kinds of analysis. 

2. Presidential Appointees as Regulatory Policy Officers 

The amendment directed each agency to name a Regulatory Policy Officer who 
would be a Presidential appointee. While Regulatory Policy Officers had been re- 
quired in the Executive Order as originally propounded in 1993, the notion that the 
officer must be a Presidential appointee took the expert staff of agencies out of the 
picture. The language of the amendment charged this officer with being “involved 
at each stage of the regulatory process to foster the development of effective, innova- 
tive, and least burdensome regulations and to further the principles set forth in 
[the] Executive order.” 

This political appointee appeared to have the function of a kind of gatekeeper’s 
gatekeeper. The officer was to compose an annual plan and “no rule-making [was 
to] commence nor be included on the Plan without the approval of the agency’s Reg- 
ulatory Policy Office.” Previously such officers were to be involved in the rule-mak- 
ing process; with the amendment, they were to have total discretion over the initi- 
ation of work that could lead to a regulation. (The Congressional Research Service, 
reporting on the amendment, stated that these regulatory officers had largely been 
drawn from political appointees already, so that the change might not be a notable 
one; however, the source of this assertion was OIRA itself, and because OIRA kept 
no master list of these officers, evaluating the assertion was problematic.) 

3. Aggregate Regulatory Costs and Benefits 

The original E.O. 12866 required a “summary of planned significant regulatory 
action including, to the extent possible, alternatives to be considered and prelimi- 
nary estimates of anticipated costs and benefits.” E.O. 13422 amended it to expand 
this requirement by directing that each agency provide the “best estimate of the 
combined aggregate costs and benefits of all its regulations planned for that cal- 
endar year to assist with the identification of priorities.” 

Critics alleged that this would elevate cost-benefit analysis in the regulatory proc- 
ess. Cost-benefit analysis is an analytical tool that is very controversial in guiding 
regulatory behavior. While the call to make sure that the benefits of a regulation 
exceed its costs has a simple appeal, the reality is that many of the benefits regula- 
tions are designed to capture (the survival of a species, protecting the lives and 
health of citizens, the quality of the air or water) are impossible to place an accurate 
value on. The costs of steps to implement a regulation, however, are usually easy 
to specify with precision. The result is a process that tends to be very complete in 
its enumeration of costs and incomplete in its ability to set values on the benefits. 
Retrospective studies have found that the estimated costs of a regulation turn out 
to be overstated. And, of course, using “dollars” to estimate costs provides the illu- 
sion of a precision that does not — perhaps cannot — exist. 

Critics also viewed this as a potential first step towards a regulatory “budget” 
whose capping might be used to stop future regulations. 

4. Review of Significant Guidance Documents 

Under E.O. 13422 each agency was obliged to provide OIRA with advance notice 
of all proposed significant guidance documents. OIRA could then decide which guid- 
ance it deemed “significant” from its perspective and ask for the proposed guidance 
and a brief explanation of need, as provided in: “The OIRA administrator shall no- 
tify the agency when additional consultation will be required before issuance of the 
significant guidance document.” There was no time limit on how long OIRA could 
take in moving on these guidance proposals. 

The potential impact on agency conduct appeared very, very significant in that 
it might sweep up thousands of such proposals each year. The amendment required 
that guidance be issued to communicate to an affected public how an agency in- 
tended to interpret or enforce statutory directions. The business community relies 
on such guidance to ensure that conduct will comply with agency intentions for ap- 
plication of law. 

Conclusion 

With his decisions to revoke Executive Order 13422 and to initiate a thorough- 
going review of the federal regulatory process, the President has called into question 
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the direction in which that process was going during the previous administration. 
During a public comment period that was announced on February 26, 2009 12 and 
closed on March 31, 2009, OMB received 187 comments on “how to improve the 
process and principles governing Federal Regulatory review” from industry, non- 
profit advocacy groups, academics and academic institutions, labor unions, trade as- 
sociations, State and local officials, a foreign government and private individuals. 13 
It is apparent that the President’s action has rekindled debate on such basic issues 
as the role of science versus that of economics in regulation and the role of Congress 
versus that of the White House in setting the parameters of the regulatory process. 


12 74 FR 8819 (2009). 

13 Links to these comments were available at http://www.reginfo.gov/public/jsp/EO/ 
fedRegReview / publicComments.jsp as of April 24, 2009. 
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Chair Miller. Good morning and welcome to this hearing to ex- 
amine our options for regulatory reform. That has been something 
this subcommittee has worked on. Dr. Melberth, your organization 
has played an important role as well. 

Today’s discussion is a sequel to two hearings that this sub- 
committee held in the last Congress on the role of the Office of In- 
formation and Regulatory Affairs, or OIRA. Although rarely in the 
headlines, OIRA has in the last few years since its creation under 
President Reagan quietly become the most powerful regulatory of- 
fice in the Federal Government. 

This fact was highlighted when an Executive Order promulgated 
by the Bush Administration, Executive Order 13422, gave OIRA 
even greater powers, powers that could be exercised behind closed 
doors. In changing the review process, it strengthened the influ- 
ence — the Executive Order strengthened the influence of OIRA, 
which is staffed mainly by economists, over the final content of reg- 
ulations first drafted by regulatory agencies, scientific and tech- 
nical experts. The order had the effect of placing in the hands of 
the President, OIRA and a faceless political operative at each agen- 
cy, power over regulatory efforts that was consistent neither with 
statute nor with the Constitution. 

This subcommittee last met to discuss — since we last met, the 
regulatory landscape has changed. There is a new President. You 
probably read about it in the papers. Within 10 days of his inau- 
guration, President Obama withdrew that Executive Order and 
gave the Office of Management and Budget, of which OIRA is a 
part, 100 days to develop a set of recommendations for a new ap- 
proach to regulatory review. 

President Obama said that far more is now known about regula- 
tion than when the Clinton Administration issued Executive Order 
12866, the predecessor Executive Order, which set out the funda- 
mental principles and structures that currently govern regulatory 
review. He said that a great deal has been learned not only about 
when regulation is justified but also what works and what does 
not. He has ordered that a successor to Executive Order 12866 be 
drafted. 

From eight points that the President directed OMB to address in 
its recommendations, we have chosen three today with the help of 
our panel of experts in this topic that we will explore. One is the 
relationship between OIRA and the agencies. We will give special 
attention here to the way OIRA uses or challenges scientific infor- 
mation. Second, disclosure and transparency. Today’s focus will be 
on the standard of transparency that should be expected of OIRA 
and up and down the regulatory process in issuing new regulations. 
And the third, the role of cost-benefit analysis in the regulatory 
process. 

The President’s action has rekindled debate on such basic issues 
as the role of science in economics and regulation and the role of 
Congress and the White House in deciding how regulations are 
issued and the discretion that the underlying law and the Constitu- 
tion allows the executive branch. The Constitution does not say the 
President shall faithfully execute the laws that he likes. From 183 
responses, many of them long and detailed, that OMB has gotten 
already under that proposed change in the Executive Order, it ap- 
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pears that the debate on how rule-making should proceed from 
here will be vigorous and it should be vigorous. 

The questions facing the President and the Nation are weighty. 
What kind of OIRA should we have? Should it be one that, as has 
often has been the case, acts as a gatekeeper, often in secret, hin- 
dering the regulatory process through delay and the application of 
extralegal criteria? Or should it be the one that sees itself as a 
partner with the agencies, sharing the goal of timely, sensible and 
effective regulation? 

Coming up with the right answer to those questions could be the 
difference between a government that follows the law, acting effec- 
tively and efficient to protect the public health and safety and one 
that cripples the ability of its own executive branch agencies to 
carry out the laws passed by Congress. I look forward to the testi- 
mony and to the discussion following the testimony. 

I now recognize Dr. Broun for his opening remarks. 

[The prepared statement of Chair Miller follows:] 

Prepared Statement of Chair Brad Miller 

Good morning. I want to welcome all of you to this hearing on to examine options 
for regulatory reform. 

Today’s discussion is a sequel to two hearings that this subcommittee held in the 
last Congress on the role of the Office of Information and Regulatory Affairs, or 
OIRA. Though rarely in the headlines, OIRA has, in the years since its creation 
under President Reagan, quietly become the most powerful regulatory office in the 
Federal Government. 

This fact was highlighted when an Executive Order promulgated by the Bush Ad- 
ministration, E.O. 13422, gave OIRA even greater powers, powers that could be ex- 
ercised behind closed doors. In changing the review process, it strengthened the in- 
fluence of OIRA, which is staffed mainly by economists, over the final content of reg- 
ulations first drafted by regulatory agencies’ scientific and technical experts. The 
order had the effect of placing in the hands of the President, OIRA, and a faceless 
political operative in every agency, power over regulatory efforts that was consistent 
neither with statute nor with the Constitution. 

Since this subcommittee last met to discuss OIRA, the regulatory landscape 
changed. Within ten days of his inauguration, President Obama withdrew E.O. 
13422 and gave the Office of Management and Budget, of which OIRA is a part, 
100 days to develop a set of recommendations for a new approach to regulatory re- 
view. 

Mr. Obama said that “far more is now known about regulation” than when the 
Clinton Administration issued Executive Order 12866, which set out the funda- 
mental principles and structures that currently govern regulatory review. He said 
that “a great deal has been learned . . . not only about when [regulation] is justi- 
fied, but also about what works and what does not.” He has ordered that a successor 
to E.O. 12866 be drafted. 

From eight points that the President directed OMB to address in its recommenda- 
tions, we have chosen three that, with the help of our panel of expert witnesses, 
we will explore today: 

1. “The relationship between OIRA and its agencies.” We will give special at- 
tention here to the way OIRA uses or challenges specific scientific informa- 
tion. 

2. “Disclosure and transparency.” Today’s focus will be on the standard of 
transparency that should be expected of OIRA in the regulatory process. 

3. “The role of cost-benefit analysis” in the regulatory process. 

The President’s action has rekindled debate on such basic issues as the role of 
science and economics in regulation, and the role of Congress and the White House 
in deciding how regulations are issued and the discretion that the underlying law 
allows the Executive Branch. From the 183 responses — many of them long and de- 
tailed — that OMB received to its request for public comment on the matter, it ap- 
pears this debate will be vigorous. 
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And well it should be. The questions facing the President and the Nation are 
weighty: What kind of OIRA should we have? Should it be one that, as has so often 
been the case, acts as a gatekeeper, hindering the regulatory process through delay 
and the application of extra-legal criteria? Or should it be one that sees itself as 
a partner with the agencies, sharing the goal of promoting timely, sensible, and ef- 
fective regulation? 

Coming up with the right answer to these questions could be the difference be- 
tween a government that follows the law — acting effectively and efficiently to pro- 
tect the public’s health and safety — and one that cripples the ability of its own Exec- 
utive agencies to carry out the laws passed by Congress. I look forward to our testi- 
mony and discussion. 

I now recognize Mr. Broun for his opening remarks. 

Mr. Broun. Thank you, Mr. Chair. I want to congratulate you for 
staying within five minutes, but as you know, I will always 

Chair Miller. When I hear congratulations, I assume it is about 
basketball. 

Mr. Broun. I will always go with you to take as long as you 
want, Mr. Chair. Thank you, Chair Miller. I want to thank you for 
holding this hearing and I want to welcome the witnesses here 
today. 

The regulatory process is an important topic for this committee 
to address as regulations affect the lives of every citizen, whether 
it is through public health, economic stability or public safety. 
Science is central to this process and provides a foundation of 
knowledge. It informs policy-makers. Unfortunately, this connec- 
tion is often manipulated by those who claim their policy decisions 
are indisputably required by science and those who question the 
quality or interpretation of that science. We probably won’t be able 
to resolve this tension today, but hope the panelists can at least 
shed some light on the conflict so that future decisions are made 
transparently without shrouding policy and science or denigrating 
the findings. 

While science plays an enormous role in providing regulators, 
policy-makers and legislators with the best information possible, it 
does not absolve those individuals of their responsibilities to make 
hard choices. As Dr. Coglianese points out in his testimony, 
“Science speaks to what is rather than what should be.” This is an 
extremely important concept to understand and elegantly high- 
lights the issues we are facing today. All too often controversies 
arise over issues that are not questions of science but of policy. For 
example, when decisions are made based on values or ethics, this 
is seen as an affront to science but it shouldn’t be as long as the 
decision isn’t sold under the banner of science. 

With that in mind, I look forward to the Subcommittee’s third 
hearing on this topic. The previous two focused on President Bush’s 
Executive Order 13422. This amendment to President Clinton’s Ex- 
ecutive Order 12866 created consternation amongst advocacy 
groups because, as they argued, it gave too much control over the 
regulatory process to the Administration and would prevent agen- 
cies from protecting public health and safety. What it really did 
was simply require agencies to report to OIRA work that the Clin- 
ton Administration had already required agencies to do and ad- 
dress issues that were being ignored. In the end, the consternation 
over this Executive Order was more likely about who was issuing 
the order rather than what it directed. Because of this, it will be 
interesting to see what the current Administration does with the 
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authorities it inherited from the previous Administration. While 
President Obama rescinded Executive Order 13422, many of the 
same principles may find their way back into a new order but prob- 
ably with less outrage. 

Similarly, the Administration recently nominated Cass Sunstein 
to head OIRA. His nomination has come with mixed reviews from 
advocacy groups because of his support for cost-benefit analysis, 
but this concern is far less than the previous nominees. How Mr. 
Sunstein intends to run OIRA will also be interesting to follow, 
given previous criticisms from outside groups regarding centralized 
authority and review. Every new Administration since Reagan has 
chosen to organize and oversee the regulatory process differently, 
and this Administration certainly will not be an exception. 

Thank you, Mr. Chair, and I yield back. 

[The prepared statement of Mr. Broun follows:] 

Prepared Statement of Representative Paul C. Broun 

Thank you Chairman Miller. I want to thank you for holding this hearing and 
welcome our witnesses here today. 

The regulatory process is an important topic for this committee to address as reg- 
ulations affect the lives of every citizen, whether it is through public health, eco- 
nomic stability, or public safety. Science is central to this process and provides a 
foundation of knowledge that informs policy-makers. Unfortunately, this connection 
is often manipulated by those who claim their policy decisions are indisputably re- 
quired by science, and those who question the quality or interpretation of that 
science. We probably won’t be able to resolve this tension today, but I hope the pan- 
elists can at least shed some light on the conflict so that future decisions are made 
transparently without shrouding policy in science, or denigrating findings. 

While science plays an enormous role in providing regulators, policy-makers, and 
legislators with the best information possible, it does not absolve those individuals 
of their responsibilities to make hard choices. As Dr. Coglianese points out in his 
testimony, “Science speaks to what is rather than what should be.” This is an ex- 
tremely important concept to understand and elegantly highlights the issues we are 
facing today. All too often, controversies arise over issues that are not questions of 
science, but of policy. For example, when decisions are made based on values or eth- 
ics, this is seen as an affront to science, but it shouldn’t be as long as the decision 
isn’t sold under the banner of science. 

With that in mind, I look forward to the Subcommittee’s third hearing on this 
topic. The previous two focused on President Bush’s Executive Order 13422. This 
amendment to President Clinton’s Executive Order 12866 created consternation 
amongst advocacy groups because, as they argued, it gave too much control over the 
regulatory process to the Administration, and would prevent agencies from pro- 
tecting pubic health and safety. What it really did was simply require agencies to 
report to OIRA work that the Clinton Administration had already required agencies 
to do, and address issues that were being ignored. In the end, the consternation over 
this Executive Order was likely more about who was issuing the order, rather than 
what it directed. Because of this, it will be interesting to see what the current Ad- 
ministration does with the authorities it inherited from the previous Administra- 
tion. While President Obama rescinded Executive Order 13422, many of the same 
principles may find their way back into a new order, but probably with less outrage. 

Similarly, the Administration recently nominated Cass Sunstein to head OIRA. 
His nomination has come with mixed reviews from advocacy groups because of his 
support for Cost-Benefit Analysis, but this concern was far less than the previous 
nominees. How Mr. Sunstein intends to run OIRA will also be interesting to follow 
given previous criticisms from outside groups regarding centralized authority and 
review. Every new Administration since Reagan has chosen to organize and oversee 
the regulatory process differently, and this Administration certainly will not be an 
exception. 

Thank you, Mr. Chairman. I yield back. 
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FOR IMMEDIATE RELEASE Contact- Matthew Freeman, 202 747.0698, ext 2 

Thursday, April 30. 2009 mfreeman@progressivereform.org 

Obama Administration Should Redefine Role of ‘Regulatory Czar’ to Help Protect 
Citizens, Not Weaken Regulation, CPR President Tells Congressional Committee 

(Washington) — The White House should reshape the role of the “Regulatory Czar" to be a 
defender of federal regulatory agencies and their missions, not to be an impediment to regulation, 
Rena Stcinzor, President of the Center for Progressive Reform, told members of Congress 
Thursday morning. Steinzor, a professor of law at the University of Maryland, testified before 
the House Science and Technology Committee's Subcommittee on Investigations and Oversight. 

The Obama Administration and Congress should define a new mission for the regulatory czar," 
Steinzor said in her prepared testimony. "The American people need more, not less regulation on 
every front, from mortgage lending to workplace hazards The regulatory czar's mission should 
be to rescue struggling regulatory agencies by helping them to obtain more resources and 
stronger legal authority." 

The hearing came on the heels of President Obama's April 20 nomination of Cass Sunstein to be 
the director of the Office of Information and Regulatory Affairs (OIRA), known as the 
"regulatory czar." Sunstetn's confirmation hearing in the Senate has not yet been scheduled. 
Professor Sunstein's predecessor. John Graham, used OIRA to expand control over regulatory 
policy to Hn unprecedented extent, blocking and watering down protective regulations, and 
hindering the effectiveness of the nation’s regulatory system. Steinzor called on Sunstein and 
the Obama Administration to reverse course and use OIRA as a tool to strengthen, not weaken, 
regulation. 

Steinzor's testimony argues: 

• The Obama Administration and Congress should define a new mission lor the 
regulatory czar OIRA should not work to diminish rules made by the EPA and other 
regulatory' agencies The regulatory czar should instead be instructed to work to ensure 
that agencies are able to fulfill their regulatory missions in a vigorous, timely, effective, 
and wise manner. 

• OIRA should stop reviewing individual regulatory proposals. Empirical studies 
reveal that OIRA has served for more than 30 years as a trilling ground for protective 
regulations. Except during the Clinton Administration, OIRA's threat to target any given 
regulatory proposal has chilled the development of strong and effective regulation. OIRA 
should leave the drafting of individual rule regulatory impact analyses and the making of 
final decisions to agency experts, supervised by appointed agency leaders. 

• OIRA should stay out of science policy, OIRA is a small office, comprised of 
approximately 40 to 50 professionals, the vast majority of whom are economists During 
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the Bush Administration, several of these positions were set aside to hire scientists, who 
proposed radical changes in the way research would be used to make regulatory policy. 
OIRA is not competent to propose science policy in the regulatory arena and should 
abandon this role. 


The Center for Progressive Reform ( www.progressivereform.org) is a nonprofit research and 
educational organization dedicated to protecting health . safety . and the environment through 
analysis and commentary. Visit CPR on the web at www progressivereform.org and read the 
btog at www progressivereform.org/cprblog. 

Related Documents: 

• CPR's white paper on regulatory review in the Obama Administration. Reinvigorating 
Protection of Health Safer)’, and the Environment: The Choices Facing Cass Sunstetn 
(1/26/09): 

http://www.progressivereform.org articlesi'Simstein01RA901 .pdf 

• Rena Steinzor's letter (written together with CPR Member Scholar Wendy Wagner) to 
John Motdren. President Obama's top science advisor, on policy recommendations for 
"clean science" reforms (4/3/09): 

www.progressivcrefomi.org/articles/Holdren_CleanSci_Letter_040309.pdf 

HUH 


Chair Miller. Thank you, Dr. Broun, and obviously this com- 
mittee will pursue conversations with Mr. Sunstein in addition to 
whatever role he may be as an advocate for cost-benefit analysis. 
He is a distinguished legal scholar and I hope he would not take 
the view that laws passed by Congress can be treated by the Presi- 
dent as free advice. 

I ask unanimous consent now that all additional opening state- 
ments submitted by Members be included in the record. I don’t 
know that we have any of those but they may be. Without objec- 
tion, so ordered. 

I also ask unanimous consent to enter a set of documents in the 
record that have already been provided to the Minority, and with- 
out objection, so ordered. 

[The information follows:] 

The Union of Concerned Scientists. “Federal Science and the Public Good: Se- 
curing the Integrity of Science in Policy Making.” Cambridge, MA. December 
2008. Available online at http:l / www.ucsusa.org / scientific -integrity / solutions / 
big -picture -solutions / federaTscience-and-the.html as of May 28, 2009. 

Chair Miller. It is my pleasure now to introduce our witnesses. 
Dr. Rick Melberth is the Director of Regulatory Policy at OMB 
Watch, and again, my office and this subcommittee had worked 
closely with OMB Watch and with Dr. Melberth over time on this 
specific issue. Ms. Caroline Smith DeWaal is the Director of the 
Food Safety Program at the Center for Science in the Public Inter- 
est. Mr. Wesley Warren is the Director of Programs at the Natural 
Resources Defense Council and a former Associate Director of Nat- 
ural Resources, Energy and Science at the OMB. And Dr. Cary 

Dr. Coglianese. Coglianese. 

Chair Miller. Coglianese is the Director of the Penn Program on 
Regulation and the Associate Dean and Edward B. Shils Professor 
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of Law at University of Pennsylvania Law school as well as Pro- 
fessor of Political Science at U. Penn. I don’t know if Edward Shils 
was himself a lawyer, but I think if my name were Shils I probably 
would have either chosen or a different profession or changed my 
name. And Ms. Rena Steinzor is the Jacob A. France Research Pro- 
fessor of Law at the University of Maryland and the President of 
the Center for Progressive Reform. 

As our witnesses should know, you each have five minutes for 
your spoken testimony. Your written testimony will be included in 
the record for the hearing. When you all have completed your spo- 
ken testimony, we will begin with questions and each Member will 
have five minutes to question the panel. It is the practice of this 
subcommittee to receive testimony under oath. We don’t really 
think perjury is a particular concern here but it is our practice. Do 
any of you have any objection to taking an oath? Okay. You also 
have the right to be represented by counsel. Do any of you have 
counsel present? Well, now that you are at ease, if you would 
please stand and raise your right hand? Do you swear to tell the 
truth and nothing but the truth? The record will reflect that 
every — each of the witnesses did take the oath, did say “I do,” and 
we will begin with Dr. Melberth. Dr. Melberth. 

STATEMENT OF DR. RICK MELBERTH, DIRECTOR OF 
REGULATORY POLICY, OMB WATCH 

Dr. Melberth. Good morning, Mr. Chair, Dr. Broun. Thank you 
for this opportunity to present some recommendations for ways to 
reform the regulatory process. 

In April 2007, OMB Watch initiated a project called Advancing 
the Public Interest through Regulatory Reform, and we asked a di- 
verse group of experts in regulatory policy and policies that are 
highly regulated to take part in the project. Their work resulted in 
a report released in November 2008 that contains 49 recommenda- 
tions for reforming the regulatory process. While the authors of the 
report had varying perspectives on the issues they examined dur- 
ing the project, they all agreed that the current regulatory process 
is in need of substantial reform. I want to confine my brief remarks 
to one very critical area of reform discussed in the report, and that 
is the relationship between the Office of Information and Regu- 
latory Affairs and the federal agencies responsible for protecting 
the public. 

The relationship between OIRA and the agencies has been de- 
fined, as you indicated, Mr. Chair, by a series of Executive Orders 
that outline that regulatory process. The current Executive Order 
12866 is under review by President Obama and they have begun 
that process of looking at and reexamining that Executive Order. 
The report calls for the restructuring of that relationship between 
OIRA and the agencies, placing a greater priority on agency exper- 
tise and statutory authority. The report notes, “The locus of deci- 
sion-making authority should reside in the federal agencies given 
the legal mandate to promulgate regulations.” That is, the agencies 
should possess the decision-making authority when promulgating 
regulations because they, not OIRA, are given the statutory man- 
date from Congress. 



16 


The role the authors suggest for OIRA is consistent with Con- 
gressional designs for the administrative state. Congress mandates 
regulatory authority to the agencies which have the expertise to 
address the highly complex issues that are before them. OIRA does 
not have this range of expertise and should not be approving or re- 
jecting individual rules. Instead, OIRA’s role should be focused on 
a larger picture rather than on individual rules. For example, 
OIRA desk officers could help facilitate comments from other agen- 
cies, convene interagency dialogue about rules in which multiple 
agencies have an interest and identify government-wide manage- 
ment issues that may improve rule-making. 

OIRA could turn its attention to the general performance of 
agencies and to coordination at the point where agencies are set- 
ting their priorities and planning their activities. This coordinating 
role would provide the opportunity for OIRA to see that agency ac- 
tions are consistent with Presidential policies through some mecha- 
nism like agencies’ annual regulatory plans and agendas. OIRA 
could then identify gaps in regulatory responsibilities and hold 
agencies accountable for addressing those gaps, and this approach 
would permit the prospective coordination of actions across agen- 
cies rather than individual retrospective reviews of specific rules 
after an agency has expended considerable time and resources. 
When conflicts arise over substantive regulatory issues, for exam- 
ple, between the President’s policies and agency actions, or between 
two or more agencies, then OIRA should consult with agency 
heads, those who have been appointed by the President and have 
the legal responsibility to implement Congress’s mandate to Con- 
gress — mandates to the agencies. OIRA would be able to carry out 
this function much more evenhandedly if it were not simulta- 
neously approving or rejecting agency rules. This changed rule rec- 
ognizes that regulatory agencies are very different and have stat- 
utes that require very different things of them. OIRA cannot and 
should not have the expertise that resides in the agencies and 
therefore should not be making decisions about the content of indi- 
vidual rules. 

Lastly, Congress has established OIRA to administer federal in- 
formation resource policies and to review agency requests to collect 
information from the public. The report urges the President to ap- 
point to OIRA someone well versed in information resource man- 
agement policies. Information management is the statutory respon- 
sibility of the office. By focusing so heavily on controlling regu- 
latory decisions, OIRA has strayed from this statutory responsi- 
bility. OIRA could help agencies accomplish their Congressional 
mandates by carrying out its information management responsibil- 
ities in ways that do not unduly burden agencies or slow down 
agency efforts to collect important information. 

The report’s 49 recommendations are aimed at creating a regu- 
latory process that is open, inclusive, effective and efficient. One 
factor critically important to reforming that process to meet these 
goals is a restructuring of the relationship between OIRA and the 
agencies based on the recognition that agencies’ expertise in statu- 
tory authority that Congress has delegated to them. 

Thank you, Mr. Chair. 

[The prepared statement of Dr. Melberth follows:] 



17 


Prepared Statement of Rick Melberth 

Mr. Chairman and Members of the Subcommittee: 

Thank you for the opportunity to testify before you today. I am Rick Melberth, 
Director of Regulatory Policy for OMB Watch. OMB Watch is a nonprofit, non- 
partisan research and advocacy center promoting an open, accountable government 
responsive to the public’s needs. Founded inl983 to remove the veil of secrecy from 
the White House Office of Management and Budget, OMB Watch has since then ex- 
panded its focus beyond monitoring OMB itself. We currently address four issue 
areas: right to know and access to government information; advocacy rights of non- 
profits; effective budget and tax policies; and the use of regulatory policy to protect 
the public. 

My testimony today focuses on the recommendations for reforming the regulatory 
process. These recommendations are the product of a process in which 17 regulatory 
experts with diverse perspectives on regulatory issues came together because of 
their basic agreement that the current process is broken. In November 2008, these 
experts issued 49 recommendations in a report, Advancing the Public Interest 
through Regulatory Reform: Recommendations for President-Elect Obama and the 
111th Congress. A copy of the report is included with my comments for the hearing 
record. 1 

I. Recommendations and Principles 

This testimony summarizes the most important of these recommendations in six 
areas: 1) the relationship between the Office of Information and Regulatory Affairs 
(OIRA) within the Office of Management and Budget (OMB) and federal agencies, 
2) the need to restore scientific integrity to agency decision-making, 3) the impor- 
tance of restoring desperately needed resources to federal regulatory agencies, 4) 
regulatory transparency, 5) how to improve the timeliness and responsiveness of the 
rule-making process, and 6) the use of cost-benefit analysis. 

The executive summary of the report identified the principles that guided the au- 
thors in developing their recommendations (p. 2): 

1. Regulatory decisions should be timely and responsive to public need. 

Timely action is a benefit to the public and all stakeholders. Government 
must actively assess public needs, identify where regulatory gaps exist, and 
act to address such gaps. Regulatory decisions should be based on the best 
available information, balanced with the need to act in a timely manner. 

2. The regulatory process must be transparent and improve public par- 
ticipation. Openness, from pre-rule-making to the publication of final rules, 
is essential to meaningful accountability in the process. The Internet age af- 
fords new ways of fostering meaningful public participation. 

3. Regulatory decisions should be based on well informed, flexible deci- 
sion-making. There needs to be a premium placed on authority within regu- 
latory agencies to decide what information is critical to effective regulations 
and to ensure those decisions reside with agency scientists and experts. 

4. Authority to make decisions about regulations should reflect the 
statutory delegation granted by Congress. Federal agencies are given 
the responsibility to implement legislation and have the substantive exper- 
tise necessary to develop effective standards. That expertise should be recog- 
nized and provide the foundation for sound regulatory decisions. 

5. Agencies must have the resources to meet their statutory obligations 
and organizational missions. Resources are needed for addressing regu- 
latory gaps, providing accountability and transparency mechanisms, and 
meeting regulatory compliance and enforcement functions. 

6. Government must do a better job of encouraging compliance with 
existing regulations and fairly enforce them. In order to strengthen 
public protections and provide regulated communities with fair and predict- 
able compliance approaches, agencies must be enabled to meet more effec- 
tively both current and new demands and work to improve or create regu- 
latory compliance programs. 


1 OMB Watch initiated the project in April 2007. The recommendations are those of the 17 
authors not OMB Watch although we staffed the project. I was the project manager and, with 
my colleague, Matt Madia, drafted the report under the guidance of the authors. 
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The recommendations were finalized in the fall of 2008. The vision the rec- 
ommendations express were supported by all the authors, although not all of them 
agreed on every recommendation or characterization. 

II. The Relationship between OIRA and Agencies 

The relationship between OIRA and federal regulatory agencies is critically impor- 
tant to the regulatory process. The report stated: “[T]here needs to be a funda- 
mental restructuring of the interaction between OIRA and the agencies, placing 
greater priority on agency expertise and statutory authority for decision-making.” 
(p. 16) The agencies should possess the decision-making authority when promul- 
gating regulations because they, not OIRA, are given the statutory mandate from 
Congress. 

The modern-day structure of executive orders that began with President Reagan 
has placed significant power in OIRA to review regulations. The degree to which 
OIRA has exercised this centralized control varied somewhat from administration 
to administration, but there was one constant throughout the years: OIRA was in 
control and had the de facto presidential authorization to approve, amend, or kill 
rules developed by agencies. With a new administration entering office and planning 
to revise the regulatory executive order, there is an opportunity to try a different 
approach, one that emphasizes OIRA’s role as coordinator and facilitator of sound 
agency practices rather than second-guessing agency decisions on individual rules. 

The role the authors suggested for OIRA is consistent with congressional designs 
for the administrative state. Congress mandates regulatory authority to the agen- 
cies. The agencies have the technical, scientific, economic, and social expertise to ad- 
dress the highly complex issues before them. OlRA does not have this range of ex- 
pertise and should not be approving or rejecting individual rules. 

On December 22, 2008, some of the authors met with the presidential transition 
team to discuss the report’s recommendations. At that meeting, the authors were 
asked specifically about what they believed should be the relationship between 
OIRA and the agencies. Subsequently, the authors sent to the transition team a 
memo outlining their proposal for the role of OIRA. (A copy of the memo is sub- 
mitted with this testimony for the record.) The portion of the memo that addressed 
this question reads: 

Our recommendations call for a fundamental restructuring of the interaction be- 
tween OIRA and the agencies, placing greater priority on agency expertise and 
statutory authority for decision-making. While we had differing views on the 
unitary executive theory that underlies centralized regulatory review, we did 
reach consensus on pragmatic approaches for constructive changes to OIRA’s 
role. The role for OIRA would focus on three key functions: (1) implementation 
of its own statutory responsibilities; (2) transparent resolution of interagency 
disputes on regulations; and (3) implementation of presidential policies, where 
those are clear. 

We emphasize the need for clarity on the last role to avoid the tendency of 
OIRA, or an organization of its nature, to engage in mission creep based on im- 
plied presidential policies. OIRA should be concerned with agency structures 
and general regulatory performance. Just as in budgetary matters, coordination 
at the stage of priority setting is a pivotal occasion for the implementation of 
presidential policies. Whether reviving the Regulatory Working Group is appro- 
priate or not, we are clear that priority setting requires greater transparency 
and public involvement, which OIRA should facilitate. But it is also necessary 
to make clear that OIRA’s role is limited and does not usurp the role of the po- 
litical leaders who lead the agencies with direct statutory responsibility for reg- 
ulatory decisions. We believe this approach recognizes that the White House (a 
collection of various offices that often may be involved in reviewing agency 
rules) does not, nor should it, have the expertise that resides within the agen- 
cies; it acknowledges that the White House has the ability to identify govern- 
ment-wide management issues that should be raised with agencies that may 
improve the rule-making process, and to see the big picture of what rules and 
activities agencies are undertaking. 

In implementation of this split in responsibility, the role of the OIRA desk offi- 
cers changes, shifting them away from making “Yes/No” decisions on individual 
rules. Instead, the desk officer can assist an agency in regulatory priority set- 
ting; in the context of particular rule-makings, the officer may help facilitate 
comments from other agencies, pose questions about the regulatory proposal or 
the underlying research, or convene interagency dialogue as a collegial effort, 
but should not be acting as a person with an implied right to make final deci- 
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sions on the substance of a rule or the regulatory priorities within an agency. 
This would create a new type of relationship between OIRA and the agencies, 
respecting the delegation of congressional rule-making decision-making author- 
ity to the agencies. 2 

This position highlights the important role OIRA could play in overseeing the reg- 
ulatory big picture and helping agencies to do their work more effectively and effi- 
ciently. It also acknowledges OIRA’s responsibility to help agencies establish policy 
priorities, just as OMB does in budgetary matters, and to hold agencies accountable. 
But it recognizes that regulatory agencies are very different and have statutes that 
require very different things of them. OIRA cannot, and should not, have the exper- 
tise that resides in the agencies, and therefore, should not be making decisions 
about the content of individual rules. 

The authors reiterated this position on the agency-OIRA relationship in comments 
submitted to OMB on a new regulatory executive order that President Obama is ex- 
pected to issue. It is time for a different relationship, one “that places greater pri- 
ority on agency expertise and statutory authority for decision-making.” 3 

In the comments and in the report, the authors recommended that OIRA return 
to its statutory mission under the Paperwork Reduction Act (PRA). OIRA was cre- 
ated to manage federal information resources and to approve agency information 
collection requests. 4 If OIRA was more focused on helping agencies manage more 
effectively information important to regulatory decision-making, the relationship be- 
tween the agencies and OIRA could be substantially more cooperative and produc- 
tive than the current relationship. The authors concluded their comments on a new 
executive order with this note: 

In conclusion, a healthy relationship between rule-making agencies and OIRA 
is critical to a well-functioning regulatory system that adequately responds to 
public need. We believe this relationship would be improved if OIRA engaged 
less in rule-by-rule review and instead focused on assisting agencies in gath- 
ering the opinions of other agencies and contributing to regulatory priority set- 
ting. The Obama Administration has an opportunity to redefine federal regu- 
latory policy for the better — not just for itself, but for future administrations. 

III. Restoring Scientific Integrity 

Timely and accurate information is essential to setting regulatory policy. The in- 
formation considered in the regulatory process is a function of legislative direction 
and agency processes designed to meet the problem an agency addresses. These 
processes must generate independent and credible information. To generate this 
high quality information, agencies must have access to the most reliable information 
available from the scientific community. Both the process and the information in the 
process need to be free from political interference. 

The report’s nine recommendations in this area focused on restoring scientific in- 
tegrity to the process. “Agency experts, federal advisory committees, peer reviewers, 
and other experts involved in the design, conduct, and analysis of government re- 
search and regulations should be free from interference from political appointees 
within the agency and within White House offices. They should be free from political 
harassment and censorship and free to disclose information considered relevant to 
the recommendations they forward to policy-makers.” (p. 30) 

The recommendations emphasized two points: 1) how the public can hold govern- 
ment officials accountable for their actions, and 2) ways to ensure that information 
used in policy decisions is independent and the best available. President Obama has 
taken a valuable first step in issuing a memorandum to agency heads regarding the 


2 Memorandum from Gary Bass on behalf of those endorsing the recommendations from the 
Advancing the Public Interest through Regulatory Reform to Sally Katzen, Cass Sunstein, Dan 
Chenok, and Mike Fitzpatrick on Follow-up to Questions Raised Regarding our Recommenda- 
tions, December 24, 2008. 

3 Comments submitted by the authors of Advancing the Public Interest through Regulatory Re- 
form on OMB’s request for comments on Federal Regulatory Reform, March 31, 2009, available 
at http: / / www.reginfo.gov / public / jsp /EO / fedRegReview l publicComments.jsp 

4 The authors recognized in these comments that OIRA has statutory responsibilities that it 
must follow. They wrote, “Other statutory responsibilities, such as those in the Unfunded Man- 
dates Reform Act, need to be followed. But even those regulatory review requirements are sig- 
nificantly smaller in scope than OIRA’s current approach to regulatory review.” 
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importance of scientific integrity, thus meeting the first of the report’s recommenda- 
tions in this area. 5 

The memo’s first paragraph reads: 

Science and the scientific process must inform and guide decisions of my Ad- 
ministration on a wide range of issues, including improvement of public health, 
protection of the environment, increased efficiency in the use of energy and 
other resources, mitigation of the threat of climate change, and protection of na- 
tional security. 

It goes on to call on political officials to refrain from suppressing information, 
making information developed and used by agencies transparent, and selecting pro- 
fessionals for executive branch positions based on their scientific and technical 
qualifications. Lastly, the memo assigns to the director of the White House Office 
of Science and Technology Policy the responsibility for creating a process to result 
in recommendations for guaranteeing scientific integrity in the executive branch. 

Advancing the Public Interest addressed many of these issues in some detail. For 
example, the report recommended strengthening federal advisory committees and 
conflict of interest procedures for those serving on the committees. These commit- 
tees are essential mechanisms for providing expert advice and analysis. The political 
independence of the committees has often been compromised, calling into question 
the independence of the advice they provide to agencies. 

Restoring scientific integrity requires increased transparency. The report rec- 
ommended that agencies disclose scientific, technical, economic, and social analyses 
used in the regulatory process. Making this information available for public scrutiny 
and replication enhances the quality and integrity of the information used and the 
policy decisions that flow from the process. Creating policies by which agency sci- 
entists can discuss their scientific findings with the public, their colleagues, and the 
media is part of this emphasis on transparency in the report. These recommenda- 
tions should be read in the context of the other transparency recommendations in 
the report, including making information considered in the process part of the rule- 
making docket. (See the transparency section below.) 

Finally, secretive interagency reviews and vetoes of other agency actions should 
end. If agencies are impacted by the work of an agency mandated to address a prob- 
lem, the agencies should make their interests and the potential impacts known to 
the primary agency and OIRA in an open and transparent process. When conflicts 
arise, OIRA could mediate these conflicts. This conflict resolution role is an appro- 
priate one for OIRA to play when the actions of one agency potentially impact an- 
other. Other agencies should not be able to terminate or hinder actions through in- 
appropriate interagency review. OIRA should not provide impacted agencies with 
the multiple opportunities to delay or alter scientific assessments and processes be- 
hind closed doors. 6 Interagency reviews and expressions of concern should be pub- 
licly disclosed. 

IV. Restoring Resources to Federal Agencies 

By far the biggest problem facing regulatory agencies is the dire need for financial 
and human resources. Agencies are experiencing a drain of expert scientists, engi- 
neers, and trained inspectors at the same time they are facing increased regulatory 
responsibilities and new challenges. Budgets have not kept pace or have been cut. 
As we have seen with both the financial crisis and the surge in imported goods, the 
dangers to the public are real and can be serious. The report noted, “Federal agen- 
cies responsible for regulating these financial and consumer products, and for regu- 
lating public health risks from environmental hazards, are plagued by declining re- 
sources and authority, making it more difficult to ensure the safety and soundness 
of consumer products.” (p. 39) 

In the 100-day recommendations to both the new President and the 111th Con- 
gress, Advancing the Public Interest called for an increase in funding for regulatory 
implementation and enforcement. The authors recognized that agency resources 
cannot be restored all at once, but wrote that there should be a multi-year efforts 
to bring agencies to the point where they can meet their organizational missions. 
Congress and the President should provide agencies the resources to help identify 


5 Memorandum for the Heads of Executive Departments and Agencies, Subject: Scientific In- 
tegrity, March 9, 2009, available at http://fdsys.gpo.gov/fdsys/pkg/DCPD-200900137lpdfl 
DCPD-200900137.pdf 

6 The example the authors cite is the interagency review process, recently amended by OIRA, 
for toxicological assessments performed by the Environmental Protection Agency for its Inte- 
grated Risk Information System (IRIS). The revised process allows agencies such as the Depart- 
ment of Defense to have multiple opportunities to stop IRIS assessments of certain chemicals. 
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data gaps, build or restore information collection programs, and enhance enforce- 
ment programs. The recommendations called for helping the agencies build com- 
prehensive compliance initiatives and develop modern enforcement tools for deter- 
rence. 

In summarizing the implementation and enforcement recommendations, the au- 
thors wrote: 

Effective implementation of many financial, public health, worker and consumer 
safety, and environmental quality regulations require a complex mix of F ederal, 
State, and local government actions, as well as third party involvement. This 
mix relies substantially on the leadership of federal agencies: setting priorities, 
providing technical and financial assistance, and ultimately enforcing compli- 
ance with regulations. Without sufficient financial and human resources, clear 
enforcement goals, and sound evaluation tools, the problems identified and ad- 
dressed in law cannot effectively be solved, (p. 41) 

V. Regulatory Transparency 

The report cited three reasons why transparency is critical to ensuring a well- 
functioning regulatory process: transparency improves the legitimacy of regulations, 
increasing acceptance within both the public and the regulated community; it serves 
as a check on misconduct by exposing decisions to the public; and it improves both 
the quality and quantity of public participation. 

All of the transparency recommendations are based on the notion that govern- 
ment should adopt a presumption of openness. The authors believed that the public 
has a right to know how regulatory decisions are made. 

It should be noted that while the report goes to great lengths to avoid recom- 
mending the imposition of new requirements on agency employees, the authors be- 
lieved imposing transparency requirements to be a worthy exception. While they 
were mindful of the increased workload associated with new disclosure require- 
ments, they also recognized that advances in technology have made disclosure easier 
and that the government should embrace those advances to mitigate the burden and 
increase and improve public accessibility. The report stated, “The Internet age has 
also redefined the concept of government transparency: Information should be avail- 
able online in a timely fashion and in searchable formats to be considered truly 
transparent in modern society.” (p. 45) 

The report recommended that agency rule-making dockets be expanded to include 
more relevant information and that dockets be more accessible to the public. In ad- 
dition, agencies should include in their dockets “all studies in their possession re- 
lated to a rule-making, regardless of whether the study was used to inform the pol- 
icy option the agency chose.” (p. 47) 

The report called on the Obama Administration to make Regulations.gov , the cen- 
tral location for online access to rule-making dockets, more user-friendly by expand- 
ing search capabilities and other features. The report also recommended that these 
dockets be opened and made available online as soon as possible, preferably before 
the agency publishes a notice of proposed rule-making. 

Within those dockets, the report recommended expanding disclosure of commu- 
nications made by or to federal officials during the rule-making process. Keeping 
these communications hidden, as officials have generally done, often obscures the 
true rationale behind a decision or the true decision-maker. Accordingly, the report 
recommended improving disclosure along three common paths of communications: 

° “Agencies should disclose online all written communications among federal of- 
ficials from different agencies, including the White House, regarding rules 
under development or under review” including draft proposed and draft final 
rules sent to the White House for review, if such review continues; (p. 47) 
o “Agencies should disclose online all substantive communications, written or 
oral, between any White House office and any non-governmental entity re- 
garding rules under development or under review;” and (p. 48) 

° “Agencies should disclose online all substantive communications between the 
agency and non-governmental entities regarding regulations.” (p. 49) 

The report also recommended a series of reforms about how the Freedom of Infor- 
mation Act should be interpreted and implemented. The authors recognized, “Al- 
though FOIA’s reach extends beyond rule-making and into other areas of govern- 
ment information, improved access to a broad class of records can contribute to a 
better public understanding of how government works, including rule-making.” (p. 
50) 

Leading the FOIA recommendations was a call for the Administration to interpret 
FOIA liberally and to make government information public whenever possible. To 
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accomplish this goal, the report recommended President Obama instruct his attor- 
ney general to repeal the Ashcroft memo of Oct. 12, 2001, which urged agencies to 
exercise caution when disclosing government information, and replace it with a 
memo that promotes a climate of disclosure and openness. The authors chose this 
recommendation as one of seven that should be implemented in the first 100 days 
of the Obama Administration. 

VI. Improving the Timeliness and Responsiveness of the Rule-making Proc- 
ess 

Delay in writing new rules is one of the most obvious and serious flaws inherent 
in the current rule-making process. The authors agreed that any reform agenda 
must include a serious effort to reduce delay. 

A common complaint is that the regulatory process is burdened with too many an- 
alytical requirements, some of which may add little value to regulations or their un- 
derlying rationale. These requirements are set out in various laws, executive orders, 
and cross-cutting administrative policies (often formulated by White House offices). 

The report did not evaluate each of these requirements but called for a broad as- 
sessment of regulatory process requirements. “Although many people have different 
opinions about which of these requirements are burdens and which are necessities, 
we agreed that serious reform should start by considering the removal of all such 
requirements from the process and then the addition of requirements deemed essen- 
tial to efficient, effective, and timely rule-making,” the report noted, (pp. 14-15) 

Accordingly, the report recommended that President Obama establish a blue-rib- 
bon commission to analyze all the potential sources of delay in the rule-making 
process. The President should use the results of the commission’s study to consoli- 
date executive-imposed requirements and urge Congress to consider repealing any 
statutory requirements deemed unnecessary or counterproductive. The report rec- 
ommended that President Obama establish this commission within the first 100 
days of his Administration. 

In other cases, the points of delay are less easily identifiable. Agency leaders may 
lack the political will to complete regulations in a timely manner, or institutional 
barriers may slow the process within an agency. 

Scientific uncertainty is one issue that has been used to push rule-makings into 
an analytical maze. Claims, whether real or manufactured, that the evidence under- 
lying a policy option is not certain enough to warrant action can force agencies into 
a loop of reanalysis and research. Meanwhile, the public may continue to be harmed 
by poorly regulated products and practices. 

To address this problem, the report called on federal officials to “stop using claims 
of uncertainty to delay or avoid regulation.” The report cited three reasons in sup- 
port: 

o “Pushing for certainty may result in completely stopping regulation in policy 
areas that rely on scientific information;” 
o Waiting for some level of certainty may not be required by law, especially 
those laws that emphasize the prevention of harm; and 
o Because “regulation is not an irreversible course of policy [. . .] As evidence 
grows, standards can be made more or less stringent if necessary.” (p. 25) 

VII. Cost-benefit analysis 

The role of cost-benefit analysis in regulatory decision-making is consistently one 
of the most controversial issues in modern debates over the rule-making process. 
The authors chose not to endorse or foreclose cost-benefit analysis either as it is cur- 
rently used or any variation thereof. However, the authors agreed that agencies 
should maintain flexibility over how they conduct cost-benefit analysis, and rebuked 
one-size-fits-all requirements like those found in OMB’s Circular A-4. 

Instead, the authors recommended six principles for the practice of cost-benefit 
analysis, should it be used: 

a. Cost-benefit analysis should only be used in ways consistent with the values 
expressed in statutory or judicial provisions; 

b. Cost-benefit analysis is an analytical tool and should not be determinative 
in regulatory decision-making unless specifically required by statute (i.e., it 
should be a source of information, not a decisional standard); 

c. Information and assumptions used in cost-benefit analysis should be trans- 
parent and allow for the analysis to be replicated. The analysis should in- 
clude statements of uncertainty about the assumptions; 
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d. Cost-benefit analysis should disclose both quantitative and qualitative as- 
pects — and utilize both when interpreting results; 

e. Cost-benefit analysis should include an explicit statement about who benefits 
and who bears the costs; and 

f. While it may be appropriate to have methodological questions about cost-ben- 
efit analyses conducted by federal agencies, the White House or other regu- 
latory reviewing agencies should never manipulate or alter results, (p. 24) 

Most importantly, the authors recognized that the statutes underlying regulations 
should be the preeminent criteria for decision-making and should not be usurped 
by any form of regulatory analysis unless mandated by statute. 

VIII. Conclusion 

Federal regulations are critical to implementing public policies and protecting the 
health and safety of the public and the quality of our natural resources. Producing 
effective and efficient regulations is an essential governmental function. The process 
by which regulations are promulgated has been increasingly burdened with analyt- 
ical and procedural hurdles. The result is that it takes years for most major regula- 
tions to be completed; it now takes a decade for some agencies to produce these pro- 
tections. It is neither an open nor accessible process meaning the public is largely 
shut out of participating in meaningful ways. 

As we have seen too often recently, the current regulatory process no longer ade- 
quately protects the public. Most students of the process agree that it is in need 
of serious repair. The Advancing the Public Interest through Regulatory Reform 
project was designed to address problems that exist in the current process and rec- 
ommend changes to Congress and a new presidential administration. The authors 
of the report believed that it was necessary to address these problems and that the 
arrival of a new administration and Congress provided a great opportunity to reform 
the regulatory process. 

The Obama Administration and Congress have taken the first steps on some of 
the recommendations outlined above. For example: 

o the FY 2009 omnibus spending bill contains significant budget increases for 
the Consumer Product Safety Commission and the Food and Drug Adminis- 
trations; 

o the President has initiated a process to revise a new executive order and, for 
the first time, has created a process that considers both agencies’ opinions 
and public opinion; 

o on March 9, 2009, the President issued a memo on the importance of main- 
taining scientific integrity throughout the Executive branch and the Adminis- 
tration is taking public comment on ways to implement the principles in the 
memo; and 

o on his first full day in office, the President issued a memo on FOIA instruct- 
ing the Attorney General to include a presumption of openness regarding in- 
formation disclosure. On March 19, Attorney General Holder issued a memo 
consistent with the President’s direction. Holder wrote, “I strongly encourage 
agencies to make discretionary disclosures of information,” adding, “An agen- 
cy should not withhold records merely because it can demonstrate, as a tech- 
nical matter, that the records fall within the scope of a FOIA exemption.” 7 

Thank you for the opportunity to appear before the Subcommittee today as you 
continue to address these important issues. I’m happy to answer your questions. 

Reference 

Bass, Bird, et al. Advancing the Public Interest Through Regulatory Reform: Rec- 
ommendations for President-Elect Obama and the 111th Congress. Washington, 
D.C. OMB Watch, November 2008. Website: http: II www.reginfo.gov / public / 
jsplEOlfedRegReviewlregulatoryreformrecs.pdf. Available as of May 27, 2009. 


7 Memorandum for Heads of Executive Departments and Agencies from the Attorney General 
on the Freedom of Information Act, March 19, 2009, available at http:/ / www.usdoj.gov I ag I foia- 
memo-march2009.pdf 
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MEMORANDUM 

TO: Sally Katzen. Cass Sunstem Dan Chenok, and Mike Fitzpatrick 

FROM: Gary Bass on behalf of those endorsing the recommendations from Advancing the 

Public Interest Through Regulatory Reform 

DATE: December 24, 2008 

RE: Follow-up to Questions Raised Regarding our Recommendations 


This Is in follow-up to questions raised during our meeting of December 22 to discuss 
recommendations from Advancing the Public Interest Through Regulatory Reform,’ 

1 . When it comes to regulatory activity, we believe that behavioral change within OMB and 
the agencies is essential, but not the sole issue that needs to be addressed The free 
market ideology of the last eight years has created a culture and attitude throughout 
government that devalues the role of regulatory solutions and revealed loopholes in the 
regulatory framework. Appointing key personnel within OMB and the agencies that 
understand regulation is an important government tool to protect the public and our 
natural resources and will be a powerful step in changing this anti-regulatory culture 
However, our recommendations are intended to reach beyond selecting good guys' or 
bad guys for key political appointments, to leave a legacy of Institutional, systemic 
change that extends beyond behavioral conversions and prevents these sorts of abuses 
in the future including after the Obama administration leaves 

Since it was created by the Paperwork Reduction Act. OIRA has functioned largely on the 
basis of the personality of the administrator, creating a ping-pong style of regulatory 
policy shifting from administrator to administrator and from administration to 
administration. While some of this Is inevitable, our recommendations acknowledge the 
importance of these behavioral changes, but also try to change underlying factors that 
influence the role regulation plays In government, extending beyond the Obama 
administration. We think now is the moment for institutionalizing through law a 
relationship stressing OIRA's role as a coordinator or facilitator of sound agency process 
rather than a second-guesser of particular rulemaking actions. 

2. Our recommendations call for a fundamental restructuring of the interaction between 
OIRA and the agencies, placing greater priority on agency expertise and statutory 
authority for decision-making While we had differing views on the unitary executive 
theory that underlies centralized regulatory review we did reach consensus on pragmatic 
approaches for constructive changes to OIRA's role. The role for OIRA would focus on 
three key functions: (1) implementation of its own statutory responsibilities (2) 
transparent resolution of inter-agency disputes on regulations, and (3) implementation of 
presidential policies, where those are clear 

We emphasize the need for clarity on the last role to avoid the tendency of OIRA. or an 
organization of its nature, to engage in mission creep based on implied presidential 
policies, OIRA should be concerned with agency structures and general regulatory 
performance Just as in budgetary matters, coordination at the stage of priority setting is 
a pivotal occasion for the implementation of presidential policies. Whether reviving the 


' There were several types of questions asked of us, including (a) are our concerns limited to the 
actions (or inactions) taken by the Bush administration: (b) would we be satisfied If OIRA and 
agencies pursued a regulatory agenda we liked, (c) why should OIRA function differently than 
other parts of OMB: and (d) what specifically should be the role of OIRA and regulatory 
agencies 7 
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Regulatory Working Group is appropriate or not, we are clear that prionty setting requires 
greater transparency and pubic involvement, which OIRA should facilitate. But it is also 
necessary to make clear that OIRA's role is limited and does not usurp the role of the 
political leaders who lead the agencies with direct statutory responsibility for regulatory 
decisions- We believe this approach recognizes that the White House (a collection of 
various offices that often may be involved in reviewing agency rules) does not nor should 
it, have the expertise that resides within the agencies it acknowledges that the White 
House has the ability to identify government-wide management issues that should be 
raised with agencies that may imorove the rulemaking process, and to see the big picture 
of what rules and activities agencies are undertaking 

In implementation of this split in responsibility, the role of the OIRA desk officers 
changes, shifting them away from making "Yes/No" decisions on individual rules 
Instead, the desk officer can assist an agency in regulatory priority setting in the context 
of particular rulemakings the officer may help facilitate comments from other agencies, 
pose questions about the regulatory proposal or the underlying research, or convene 
interagency dialog as a collegial effort, but should not be acting as a person with an 
implied right to make final decisions on the substance of a rule or the regulatory priorities 
within an agency. This would create a new type of relationship between OIRA and the 
agencies, respecting the delegation of congressional rulemaking decision-making 
authority to the agencies 

3, OMB's review of regulations is a significantly different process than its review of agency 
budgets or proposed legislation. Budgets and legislation end up in public congressional 
venues: OMB’s role is not controlling in those situations Regulations are rarely debated 
in open congressional formats, such as hearings, and are rarely voted on by elected 
leaders Unlike the budget process where examiners generally have similar expertise to 
agencies, OIRA desk officers do not have the technical skills of rule-writers or agency 
scientists Hence, regulations take on a special situation for OMB that is different than the 
review of other governmental essentials. Moreover Congress has already delegateo 
regulatory authority to the agencies This provides a rational reason to try a new role for 
OMB, one that is less transactional and more focused on assisting agencies in setting 
regulatory priorities through interactive, transparent means In changing this role, the 
actions will implicitly support other recommendations we have made to strengthen the 
integrity of science in the rulemaking process at the agency level 

4 OIRA should hold agencies accountable for their regulatory actions. After an agency's 
priorities have been set through its regulatory plan and identified in the Unified Agenda. 
OMB should track whether the agency is meeting its plans and seek explanations when it 
is not. Thus, prompt letters may Pe appropriate, but should be focused on holding the 
agencies accountable for activities that are part of their work plans. 

OIRA should be cautious in raising issues that an agency should address beyond those 
identified in the Unified Agenda Letters and calls from OIRA cause agency wheels to 
spin, often altenng planned activities, even if that was not OIRA s intent To the extent 
that an agency shifts its agenda as a result of OIRA s inquiries, it means the agency is 
displacing work on other priorities. When the White House wants an agency to shift 
priorities from the regulatory plan the proper method is a vehicle that ensures public 
engagement 



26 


MEMORANDUM 

TO: Michael Fitzpatrick. OIRA Associate Administrator, and Kevin Neyland, OIRA Deputy 

Administrator and Acting Administrator 

FROM: Authors of Advancing the Public Interest through Regulatory Reform Gary D Bass, 

Michael Bird, Caroline Smith DeWaal, N, Bruce Duthu, David J. Goldston. Mark 
Greenwood, Francesca Gnfo, John Irons, Edwin S Jayne, Sylvia Johnson, David 
Michaels, Richard W. Parker, Beryl Radin, Reece Rushing, J, Robert Shull. Peter W. 
Strauss, Wesley Warren 

DATE: March 23, 2009 

RE: Comments on the relationship between OIRA and federal agencies 


Thank you for meeting with us on March 6" and for the opportunity to comment on ways to reform 
the current state of the federal regulatory system. 

On Jan 30. President Obama issued a memorandum to the heads of executive departments and 
agencies calling for recommendations on regulatory reform, The President's memo identified 
eight aspects of the regulatory process which he believes should be addressed dunng executive 
review On Feb 26, the White House Office of Management and Budget (OMB) published a 
notice in the Federal Register calling fo' public comments on "how to improve the process and 
principles governing regulation OMB's notice reiterated the eight issues identified in the 
President s memo 

We believe the first issue, the relationship between federal rulemaking agencies and OMB's 
Office of Information and Regulatory Affairs (OIRA), is critically important to the regulatory 
process and a key issue to address in the regulatory executive order Restructuring this 
relationship is equally critical to reforming the process. 

Our report, released in November 2008, calls for such a restructuring The report states. "There 
needs to be a fundamental restructuring of the interaction between OlFtA and the agencies, 
placing greater priority on agency expertise and statutory authority for decision-making It goes 
on to state. "The locus of decision making authority should reside in the federal agencies given 
the legal mandate to promulgate regulations." 

On Dec. 24, we submitted to then President-Elect Obama's transition team a memo providing 
more detail on our toint views on the OIRA-agency relationship Similarly, these comments 
emphasize and elaborate on some of the report's recommendations as they relate to the OIRA- 
agency relationship In each communication we have tried to convey the core first principle that 
rulemaking authority, including decisions about its content, should reside with the agencies, not 
OIRA 

Since it was created by the Paperwork Reduction Act, OIRA has reflected the personality of the 
administrator As a result, regulatory policy has shifted from administrator to administrator and 
from administration to administration While some shifting is inevitable, we acknowledge the 
importance of reforms which will change underlying factors that influence the role regulation plays 
in government - reforms which must extend beyond the Obama administration. The modern-day 
regulatory executive orders that began with President Reagan gave significant power to OIRA. 
Depending on the administration, there have been different degrees of centralization and control 
over the agency regulatory decision-making. However, throughout the years, there was one 
consistent theme OIRA. either by perception or reality, was in the driver's seat We think now is 
the moment to try a different approach, stressing OIRAs role as a coordinator or facilitator of 
sound agency process rather than a second-guesser of particular rulemaking actions. 
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Congress delegates regulatory authority to the agencies Moreover, agencies possess 
substantive expertise relevant to the regulatory matters before them - expertise sometimes 
seldom found elsewhere in government Taken in tandem, these provide a rational reason for the 
Obama administration to craft a new role for OIRA. one that is focused on assisting agencies in 
setting regulatory priorities through interactive, transparent means rather than on the review of 
each significant rule Actions undertaken in this new role will implicitly support other 
recommendations made in our report to strengthen the integrity of science in the rulemaking 
process at the agency level 

Our report calls for a fundamental restructuring of the interaction between OIRA and the 
agencies, placing greater priority on agency expertise and statutory authority for decision-making. 
While we have differing views on the unitary executive theory that underlies centralized regulatory 
review, we reached consensus on pragmatic approaches for constructive changes to OlRAs role 
The role for OIRA would focus on three key functions (1) Implementation of its own statutory 
responsibilities. (2) transparent resolution of interagency disputes on regulations, and (3) 
implementation of presidential policies, where those are clear 

First. Congress created OlFtA to administer policies for strengthening federal information 
resources and to approve agency requests to collect information from the public. OIRA should 
carry out these responsibilities in a way that does not unduly burden agencies and should be 
especially mindful that protracted approval periods slow agency efforts to gather valuable 
information OIRA and agencies should also work together to consider alternative approaches to 
the paperwork clearance process that would provide agencies flexibility especially in regard to 
requests needed to address emerging problems Other statutory responsibilities such as those 
in the Unfunded Mandates Reform Act. need to be followed. But even those regulatory review 
requirements are significantly smaller in scope than OIRA’s current approach to regulatory 
review. 

Second the role of the OIRA desk officers would change, shifting them away from making 
"Yes/No” decisions on individual rules Instead. In the context of particular rulemakings, the officer 
may help facilitate comments from other agencies, pose questions about the regulatory proposal 
or the underlying research, or convene interagency dialog as a collegial effort The officer should 
not act as a person with an implied nght to make final decisions on the substance of a rule or the 
regulatory priorities within an agency By embracing a role in which it assists agencies OIRA 
would exhibit more respect for both the congressional delegation of authority to the agencies and 
those agencies' relevant expertise It would also change the perceived role of OIRA. which may 
help OIRA in implementing the statutory requirements under the Paperwork Reduction Act 

Third, we emphasize the need for clanty on the last function to avoid the tendency of OIRA. or an 
organization of its nature, to engage in mission creep based on implied presidential policies 
OIRA should be concerned with agency structures and general regulatory performance Just as in 
budgetary matters, coordination at the stage of priority setting is a pivotal occasion for the 
Implementation of presidential policies Whether reviving the Regulatory Working Group is 
appropriate or not, priority setting requires greater transparency and public involvement which 
OIRA should facilitate But it is also necessary to make clear that OIRA's role is limited and does 
not usurp the role of the political leaders who lead the agencies with direct statutory responsibility 
for regulatory decisions. We believe this approach recognizes that the White House (a collection 
of various offices that often may be involved in reviewing agency rules) does not, nor should it, 
have the expertise that resides within the agencies; it acknowledges that the White House has 
the ability to identify government-wide management issues that should be raised with agencies 
that may Improve the rulemaking process and to see the big picture of what rules and activities 
agencies are undertaking. 

In addition to priority setting, OIRA should focus on holding agencies accountable. After an 
agency's priorities nave been set through its regulatory plan and identified in the Unified Agenda 
OMB should track whether the agency is meeting its plans and seek explanations when it is not. 
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Thus, prompt letters” may be appropriate, but should be focused on holding the agencies 
accountable for activities that are part of their work plans, not reinventing their work plans 

OIRA should be cautious in raising issues that an agency should address beyond those identified 
In the Unified Agenda Letters and calls from OIRA cause agency wheels to spin, often altering 
planned activities even if that was not OIRAs intent To the extent that an agency shifts its 
agenda as a result of OIRA s inquiries, it means the agency is displacing work on other pnorities 
When the White House wants an agency to shift priorities from the regulatory plan, the proper 
method is a vehicle that ensures public engagement 

Much like OIRA ought to respect the will of Congress in delegating authonty to agencies, both 
OIRA and agencies ought to respect congressional prerogatives on the preemption of state law 
As our report states, ‘Too often, agencies have used federal regulation to inappropriately preempt 
state positive law (proscriptive requirements enacted by legislatures or set by regulatory bodies) 
and, in some cases, state tort law.' The report recommends. The president should instruct 
agency heads to avoid preemption of state laws when there is no express authority to do so 

The President, OIRA, and agencies should also pay attention to the issue of scientific uncertainty 
and emphasize the value of having the best information possible available in decision making 
Using the absence of certainty as a pretext for avoiding or delaying regulation must stop. Our 
report identif.es three reasons to avoid such Inaction 

o Pushing for certainty may result in completely stopping regulation In policy areas that 
rely on scientific Information 

o Federal laws often recognize that the government has a responsibility to protect citizens 
from harms they cannot control Some statutes explicitly call for some margin of 
protection ' 

o Regulation is not an irreversible course of policy . , . As evidence grows, standards can be 
made more or less stringent if necessary ” 

In conclusion, a healthy relationship between rulemaking agencies and OIRA is critical to a well- 
functioning regulatory system thst adequately responds to public need. We believe this 
relationship would be Improved if OIRA engaged less in rule-by-rule review and instead focused 
on assisting agencies in gathering the opinions of other agencies and contributing to regulatory 
priority setting. The Obama administration has an opportunity to redefine federal regulatory policy 
for the better - not just for itself, but for future administrations 


Biography for Rick Melberth 

Rick Melberth joined OMB Watch in November 2006 as the Director of Federal 
Regulatory Policy, the program which works to protect and improve the govern- 
ment’s ability to develop and enforce safeguards for public health, safety, environ- 
ment, and civil rights. He directs all activities related to policy advocacy, analysis, 
research, monitoring, and public education. Dr. Melberth comes to OMB Watch from 
Vermont Law School where he was Director of Internal Planning and formerly the 
Associate Director of the Environmental Law Center. He helped design the cur- 
riculum and taught courses in the Master’s program. 

Melberth has written several pieces about decision-making in government and en- 
vironmental issues during his academic career and while working as an independent 
consultant and policy analyst. He also worked in the solid waste management field 
as the manager of a solid waste division and a program to implement a waste-to- 
energy facility in county government in Ohio. This led to the opportunity to co-au- 
thor a book for local governmental officials, Decision-making in Local Government: 
The Resource Recovery Alternative. 

Melberth completed his doctorate in public administration and public policy at the 
University of Cincinnati in 1982. His Master of Environmental Science (M.En) and 
AB in political science are from Miami University. 

Chair Miller. Thank you, Dr. Melberth. That was very close to 
five minutes. 

Ms. Smith DeWaal. 
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STATEMENT OF MS. CAROLINE SMITH DEWAAL, DIRECTOR, 

FOOD SAFETY PROGRAM, CENTER FOR SCIENCE IN THE 

PUBLIC INTEREST 

Ms. Smith DeWaal. Thank you. I will see if I can do the same. 

Thank you very much for inviting me to testify, Chair Miller, and 
also Ranking Member Broun. It is a privilege. I haven’t been yet 
before this subcommittee. My name is Caroline Smith DeWaal. I 
direct the Food Safety Program for the Center for Science in the 
Public Interest. Our organization was founded nearly 40 years ago 
and focuses primarily on nutrition and food safety. We accept no 
government or industry funding so our views can be very, very 
independent. 

As one of the contributors to advancing the public interest 
through regulatory reform, I was privileged to work with a group 
of diverse regulatory experts in identifying the failures of, and the 
fixes to, the regulatory system, and we commend President Obama 
on his revocation of the Executive Order 13422 earlier this year. 
But much more remains to be done, much of it centered on reform- 
ing the regulatory review process at the Office of Management and 
Budget’s OIRA. 

My written testimony has identified and illustrated a number of 
problems with OIRA’s review of regulations. The meat and poultry 
HACCP regulations showed how science is not well advanced and 
public health improvements can be thwarted when regulations are 
tied up in multi-year regulatory reviews. This case showed that the 
burden of review has really provided incentives for federal agencies 
to find creative ways to avoid going through the OMB process. 

The proposed egg regulation, which has been in the works for 10 
years and is supported by two separate scientific risk assessments, 
illustrated the problem inherent in unlimited reviews that add 
years to the development of a regulation. It also illustrated that 
scientific uncertainty cannot overcome the confusion of having mul- 
tiple agencies in charge of food safety. 

The bioterrorism rules that came about after Congress enacted 
the Bioterrorism Act of 2002 showed that OMB reviews can open 
the door to industry to lobby for changes to regulations without the 
transparency requirements required by law for the federal agencies 
under the Administrative Procedures Act. This allows OMB to over- 
ride policy decisions best left to the agencies. 

These problems did not originate in the Bush Administration, 
nor will they necessarily disappear just by having different people 
in charge. Fundamental changes are needed to reduce the breadth 
of oversight and the time lags that result. When it comes to food 
safety, the goal must be a rapid-paced and flexible regulatory struc- 
ture that can accommodate constantly changing science and even, 
on occasion, imperfect science. As regulations and policies evolve, 
regulators must be allowed to bring new science to bear in pre- 
venting food-borne illnesses and outbreaks. 

Unfortunately, the review process has become a barrier to agen- 
cies’ efforts to rapidly translate new science into better regulation 
for protecting public health. OMB, through its lengthy reviews, has 
diminished the role of science in crafting federal regulations. CSPI 
recommends that a new Executive Order rewrite the OMB man- 
date for OIRA to accomplish the following. 
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They should update the definition for significant rules to narrow 
the number of regulations requiring prior approval by OIRA and to 
limit the review to economic issues raised in the proposed rules. 
They should give OIRA a rapid timeframe for review that ensures 
that agencies can produce timely federal agencies to protect public 
health and social welfare. They should require OIRA to defer to 
federal agencies on the scientific and technical questions and OIRA 
should operate with transparency that is comparable to that re- 
quired by the federal agencies. 

The real costs of regulatory delay are felt by everyday Americans 
when they experience an avoidable food-borne illness from peanut 
butter or peppers, from salad makings or spices. The food industry 
can do better, but it needs a level playing field and that’s what reg- 
ulations provide. Our nation’s food safety program can also im- 
prove, but not without reform of the OMB process as well. Thank 
you. 

[The prepared statement of Ms. Smith DeWaal follows:] 

Prepared Statement of Caroline Smith DeWaal 

Good morning Mr. Chairman, Ranking Member Broun and Members of the Sub- 
committee on Investigations and Oversight. My name is Caroline Smith DeWaal, 
and I am the Director of Food Safety for the Center for Science in the Public Inter- 
est (CSPI). Founded nearly 40 years ago, CSPI is a nonprofit health advocacy and 
education organization focused on nutrition and food safety. We are supported prin- 
cipally by the 950,000 subscribers to our Nutrition Action HealthLetter and by foun- 
dation grants. We accept no government or industry funding. 

Thank you for inviting me to provide testimony today on the role of science in 
regulatory reform. As my expertise is food safety, I have not had an opportunity to 
testify before this subcommittee before, largely because issues I am commonly called 
on to testify on reside within the jurisdiction of the Energy and Commerce and the 
Agriculture Committees. But food safety owes a debt to one of the signature agen- 
cies under the Science and Technology Committee’s jurisdiction. The premier proc- 
ess control system, known as Hazard Analysis and Critical Control Points (HACCP), 
was developed in the 1960s by Pillsbury for the National Aeronautics and Space Ad- 
ministration (NASA). 1 NASA had an understandable concern over astronauts con- 
tracting food-borne illnesses in the confines of a space capsule at zero gravity. Today 
this space-age program is being used widely to reduce the risks from contaminated 
food and improve food safety for all Americans, not just astronauts. 

Advancing the Public Interest Through Regulatory Reform 

As one of the contributors to “Advancing the Public Interest Through Regulatory 
Reform,” I was privileged to work with a group of diverse regulatory experts on 
identifying failures and fixes to the regulatory system. In my testimony, I will ad- 
dress some of the issues discussed in that report, together with other issues that 
we have identified based on long experience working on food safety regulations dur- 
ing the Clinton and Bush presidencies. I will provide case studies of how the fail- 
ures in our regulatory review system can place the publics’ health at risk. 

We commend President Obama’s revocation of Executive Order (E.O.) 13422 on 
January 30, 2009. 2 The rescinded order contained a number of flawed provisions 
that greatly diminished the deference that should be given to agency experts and 
scientists in rule-making decisions. This is a start to implementing the rec- 
ommendations in “Advancing the Public Interest Through Regulatory Reform.” 

But more remains to be done, much of it centered on reforming the regulatory re- 
view process at the Office of Information and Regulatory Affairs (OIRA) in the Of- 
fice of Management and Budget (OMB). The process and principles governing the 
review of agency regulations give OIRA undue discretion to override policy decisions 


iPan American Health Organization, HACCP: Essential Tool for Food Safety, 2001. 

2 Letter to Mabel Echols, Office of Management and Budget, from Kirsten Stade, Program 
Manager, Integrity in Science, and Illene Ringel Heller, Senior Staff Attorney, CSPI, Re: Re- 
quest for Public Comment on Improving the Process and Principles Governing Regulations; 74 
Fed. Reg. 8819, Feb. 26, 2009 (March 19, 2009). 
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that are based on sound science and the exhaustive work of federal agency experts. 3 
The new Administration’s commitment to ensuring the integrity of the administra- 
tive process is a welcome change. 

I have worked with both the Food and Drug Administration (FDA) and the U.S. 
Department of Agriculture (USDA) on identifying effective regulatory approaches to 
address food safety problems since the early 1990’s and have met periodically with 
the OIRA staff during their consideration of federal regulations, usually at the re- 
quest of the agencies. Over this period, I have seen the regulatory process extend 
to a multi-year process — often taking five or more years to complete a single regula- 
tion. I have also observed the agencies shy away from using regulations at all, and 
opting for alternative approaches that either don’t involve or lessen OIRA review. 
I will discuss this more during the case studies presented later in my testimony. 

If you look at OIRA’s function like that of a regulatory agency, the OIRA staff 
perform a “prior approval” function for most federal actions, even those like vol- 
untary surveys or consumer focus group research. 4 This type of data gathering is 
often important to help agencies set the parameters for improving their regulatory 
approach. Conversely, without doing the necessary research and consultation, the 
agencies may adopt less effective regulatory approaches. Yet the requirement for re- 
view by OIRA of even voluntary surveys can trigger long delays. For documents sub- 
mitted to OMB as a courtesy, agencies have told me that they factor in a 90-day 
“wait time” for a response. 

Cost-benefit analysis has played an overly significant role in rule-making, an ex- 
ercise heavily weighted towards the estimation of industry costs. In fact, it can be- 
come “mission impossible” for an agency to prove prospectively the benefits that 
might accrue from a regulation. Instead, federal agencies should be encouraged to 
identify well-defined public health goals and develop metrics to measure the effec- 
tiveness of regulations over time, rather than requiring them to prove with a high 
degree of confidence that preventative measures will work before initiating the rule- 
making process. 

In order to increase OIRA’s effectiveness and minimize the long-standing delays 
in the regulatory process, any new executive order on regulatory review should be 
based on a more narrowly focused role for OIRA in regulatory review, one better 
suited to its economic expertise. Instead of performing an open-ended review of 
every “significant” regulation with an economic cost or benefit of $100 million (a fig- 
ure not updated for decades), 5 OIRA should issue guidance to the agencies and then 
audit agencies’ compliance with the guidance, focusing primarily on rules with high 
costs and low benefits. This would allow agencies to develop regulations more easily 
and quickly and avoid the burden of OIRA review of each action. OIRA audits that 
disclosed problems with the cost/benefit analysis in specific regulations could be dis- 
cussed with the agency chiefs and if needed, technical amendments to regulations 
could be used to make modifications. 

A new executive order should update the definition for “significant” rules to nar- 
row the number of regulations requiring prior approval and limit OIRA’s review to 
the economic issues raised in the proposed rules. As OIRA is staffed by economists, 
it should avoid a scientific and technical review of regulations. Such questions 
should be deferred to the expertise of the federal agencies. Finally, OIRA should 
have a rapid time frame for review that balances thoughtful review with the need 
to produce timely federal agency actions, particularly to protect public health and 
social welfare. 

Recent history has well documented that, as a nation, we are suffering more from 
the lack of appropriate regulation than from too much regulation. Perhaps if OIRA 
is freed up from this burdensome review of the minutia of agency action, its skilled 
economists could focus more on the gaps in regulation, such as those that led to 
major disasters in the financial sector, as well as the continuing crises in health 
care and food safety, among others. 6 Identifying regulatory gaps or analyzing regu- 
latory approaches in other nations to ensure that our systems are not falling behind 
could ensure that future crises are averted. 

To whatever extent that OIRA retains a role in agency rule-making, it should op- 
erate with greater transparency. Agencies must be instructed more forcefully to doc- 


3 Gary D. Bass, et. al, Advancing the Public Interest Through Regulatory Reform, OMB Watch, 
Nov. 2008. 

4 The Paperwork Reduction Act of 1980 gives OIRA authority to review and approve informa- 
tion collection by federal agencies. 44 U.S.C. § 3501 et seq. 

5 The very broad definition of “significant” allows OMB to review almost any rule that it 
chooses. President Ronald Reagan established the $100 million threshold for determining a pro- 
posed regulation is “major” in 1981. E.O. 12291, Feb. 17, 1981. 

6 OIRA issues prompt letters to suggest areas in which agencies could improve regulation. 
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ument any changes to their draft rules or pre-rule framework made at OIRA’s sug- 
gestion at whatever point in the rule-making process those changes occurred. In 
2003, the Government Accountability Office (GAO) found that the documentation re- 
quired by E.O. 12866 was present for only about one quarter of the regulations it 
reviewed. 7 Documentation of all communications should clearly indicate which regu- 
lation is the subject of those communications, as well as the name and affiliations 
of all parties to the communication. 

A complete public docket, which is updated regularly and documents when and 
by whom all suggestions to modify a rule are made, will be a strong deterrent to 
the kinds of political and corporate interference in agency rule-making that have too 
often prevailed during the previous Administration and which are documented in 
the case study below. 

At its worst, OIRA today is considered a “black box” for regulation, where non- 
experts review rules and meet with outside parties, often the very industries cov- 
ered by the regulations, to discuss changes. Public health improvements should not 
be delayed by a lengthy regulatory oversight process that attempts to second guess 
agency experts and gives the regulated industries an “off the record” opportunity to 
get provisions changed at OMB. 

Role of Science in Public Policy: Food Safety Case Studies 

New challenges, such as emerging pathogens or chemical hazards, and new tech- 
nologies to address them are a fact of life for modern food production. Regulatory 
systems must be capable of providing the flexibility to allow the rapid recognition 
of emerging hazards and the rapid implementation of tools to address them. Let me 
discuss the theory that underpins efforts to modernize today’s food safety regulatory 
system, which is an antiquated system built on a 1906 legal foundation. 

Process control systems managed by the food industry and regularly reviewed by 
government regulators are at the heart of a modern food safety system. Such sys- 
tems are designed to be flexible and to adapt to change. The food industry designs 
and validates its own safety system and monitors its implementation at the proc- 
essor level. The government sets performance standards and inspects plants to en- 
sure the systems are designed and managed properly. 

Performance standards provide a metric for measuring the success of a facility’s 
food safety controls and allow government inspectors to standardize their evaluation 
of plants producing similar products. Performance standards can utilize a specific 
chemical or pathogen limit or a performance measure, such as a standard microbial 
or “log” reduction. The agency sets the target level, and companies have flexibility 
in deciding how to reach it. Performance standards allow companies to innovate 
within the parameters set by the government. Government agencies should regu- 
larly update their standards to reflect current conditions. Such a system allows both 
the food industry and the government programs to achieve continuous improvement. 

The government sometimes must rapidly establish a performance standard for an 
emerging hazard. For example, the findings of melamine in infant formula in China 
and in some products in global trade provided the immediate need for FDA to set 
a standard for that chemical in formula quickly, a sensitive issue as this is the sin- 
gle source of nutrition for many infants, who are a high-risk group. 8 Clearly the reg- 
ulatory system must accommodate these circumstances, but the system we have 
today forces many agencies to operate outside of the rule-making process in order 
to set food safety standards. 

Unfortunately today more than 10 years into the HACCP era, performance stand- 
ards are not used effectively. The ones that were developed have become out-dated, 
and agencies are reticent to develop new ones due to the changing science and the 
lengthy nature of the regulatory review process. One of the biggest limitations to 
more effective and responsive regulation is imperfect data. Decision-makers often 
lack the baseline information required to develop new or improve older performance 
standards. These gaps in data can delay, or even derail, meaningful regulatory ef- 
forts. The regulatory system must accommodate these circumstances where mean- 
ingful regulatory action must be progressed even in the absence of perfect data. 

When it comes to food safety, the goal must be a rapid-paced and flexible regu- 
latory structure that can accommodate constantly changing science and even imper- 
fect science. As regulations and policy evolve, regulators must be allowed to bring 


7 Gov. Acct. Off. Rep. No. 03-929, Rulemaking: OMB’s Role in Reviews of Agencies’ Draft Rules 
and. the Transparency of Those Reviews, Sept. 2003. 

8 See, FDA, Interim Safety and Risk Assessment of Melamine and its Analogues in Food for 
Humans, Oct. 3, 2008; followed quickly by FDA, Update: Interim Safety and Risk Assessment 
of Melamine and its Analogues in Food for Humans, Nov. 28, 2008, in response findings of mel- 
amine and cyanuric acid in some U.S. manufactured infant formula. 
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new science to bear in preventing food-borne illness outbreaks. Unfortunately, the 
regulatory review process has become a moribund, time-consuming and daunting 
barrier to agencies’ efforts to rapidly translate new science into better regulation for 
protecting the health of the public. 

Case Study: Meat and Poultry HACCP 

Cumbersome Review Process Means Performance Standards Not Updated; 

Agency Finds Creative Solutions 

An important illustration of the modern food safety system discussed above is 
USDA’s application of HACCP systems for meat and poultry plants. The agency 
adopted the program by regulation in 1996 and within three years it was in use 
in every meat and poultry facility in the United States. The agency also utilized per- 
formance standards based on the frequency of Salmonella in the different species 
and ground products; these standards have been in use since the program started. 
Under this program, the agency periodically runs a series of tests for Salmonella 
in individual facilities to evaluate their performance against the standard for that 
sector of the industry. 

The performance standards were established on the basis of a series of baseline 
studies documenting Salmonella and other pathogens and indicator organisms on 
meat in the early-to-mid 1990’s. By the time the program was fully implemented 
(1999), the standards were already largely out-of-date. In fact, to even approach the 
“limit,” many companies would have to double the amount of Salmonella in their 
products. 

In 2006, the agency came up with a creative solution to the obsolete standards 
adopted in the 1996 Pathogen Reduction regulation. The agency published a notice 
in the Federal Register announcing that it would place meat plants into one of three 
categories depending on their Salmonella testing results. 9 Companies would be 
placed in category I if their results were 50 percent or less of the published Sal- 
monella performance standard. Companies with results between 50 percent and 100 
percent of the Salmonella performance standard would be placed in Category II. 
And those plants with results in excess of the Salmonella performance standard 
were placed in Category III, and faced increased enforcement and compliance checks 
by USDA. 

In August 2007, the Under Secretary of Food Safety at USDA announced that the 
agency would publish the names of plants in Category II and III on the Internet. 10 
The release of plant names started in March 2008. While this new approach was 
published in the Federal Register, and the agency solicited public comment, it was 
not a federal regulation because it required no specific action of the industry. 11 This 
allowed the agency to move from the concept phase to implementation in about one 
and a half years. If the agency had chosen to update the performance standards, 
assuming the data was available to do that, it would likely have taken anywhere 
from three to seven years from the concept to implementation. So this solution, 
which effectively reduced the performance standard by 50 percent through the use 
of a “name and shame” strategy rather than a more classic regulatory enforcement, 
was implemented much faster simply by avoiding a full OIRA review. 

Case Study: Shell Egg Rule 

Multiple Risk Assessments and 10 Years is Still Not Sufficient to Achieve 

Needed Regulations 

The efforts to finalize a regulation to control Salmonella Enteritidis (SE) in shell 
eggs shows that even when sound science supports regulation and cost-benefit anal- 
ysis favors action, the lack of a clear food safety agency that is “in charge” may 
allow OMB to throw up roadblocks to implementation. Thus OMB can block a regu- 
lation that might prevent thousands of illnesses and possibly hundreds of deaths 
each year, 12 just because it can’t decide which federal agency should manage the 
problem. 


9 Salmonella Verification Sample Result Reporting: Agency Policy and Use in Public Health 
Protection, 71 Fed. Reg. 9772, (Feb. 27, 2006). 

10 Transcript, USDA, Public Health Based Inspection in Slaughter to Address Campylobacter, 
Salmonella, and Other Public Health Concerns (August 7, 2007) at http://www.fsis.usda.gov/ 
PDF/Transcript_ 080707 ^Slaughter ^Inspection. pdf 

11 Salmonella Verification Sampling Program: Response to Comments and New Agency Poli- 
cies, 73 Fed. Reg. 4767 (Jan. 28, 2008). 

12 Salmonella is estimated to cause 1.3 million illnesses and 500 deaths each year. Salmonella 
Enteritidis is the most common serotype, according to the Centers for Disease Control and Pre- 

Continued 
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In 1997, on the basis of a pilot study conducted in Pennsylvania that showed that 
on-farm controls could greatly reduce the incidence of SE in eggs and laying flocks, 
CSPI petitioned the government to require egg producers to implement on-farm 
process control programs. The approach supported by CSPI’s petition was also rec- 
ommended in the first SE risk assessment. In 1996, after watching an increasing 
incidence of SE in eggs, the Food Safety Inspection Service (FSIS) and FDA initi- 
ated a risk assessment to assess the interventions needed to reduce the risk of ill- 
nesses from SE. 13 Published by FSIS in 1998, it provided further support for the 
need for on-farm controls to address SE in live hens, thereby reducing the incidence 
of illnesses from SE. 14 

FDA and FSIS issued a joint advanced notice of proposed rule-making in 1998 15 
and the issue even merited a Presidential announcement in 1999 by President Bill 
Clinton, which clearly indicated FDA would take the lead on the food safety regula- 
tion. 16 But after that, the issue sat under the Bush Administration while it re-de- 
bated internally whicb agency should handle this issue. FDA did not publish a pro- 
posed rule until 2004. 17 At approximately the same time, FSIS released a second 
risk assessment further documenting the need for regulatory action. 18 After accept- 
ing comments in 2004, and in a second extended comment period in 2005, the rule 
continued to languish. It was not sent to OIRA for final review until 2008. 

FDA had cited its intention to finish the Shell Egg rule in numerous documents 
including the budget 19 and the Food Protection Plan. 20 But it could never seem to 
get it finalized at OMB. What happened at OIRA once the rule was forwarded to 
OMB is anyone’s guess, though we know OIRA met with industry and consumer 
groups on the rule in August 2008. All we know is that on Nov. 19, 2008, FDA with- 
drew a well-vetted final rule citing the need to address comments received during 
interagency review. 21 Because OIRA’s comments were made through an interagency 
exchange, the public has no way of challenging the decision to withdraw the rule. 

So the rule fully supported by science-based risk assessments as being needed to 
protect public health from an avoidable problem in shell eggs is back at FDA with 
the start of the Obama Administration, no change from 10 years ago when Presi- 
dent Clinton made it the topic of a Presidential radio address. 

Case Study: Bioterrorism Act 

Interference in Agency Determinations Results in Weak Regulations 

In June 2002, Congress passed the Public Health Security and Bioterrorism Pre- 
paredness and Response Act to improve the ability of the United States to prevent, 
prepare for, and respond to bioterrorism and other public health emergencies. The 
Act gave FDA four new authorities: FDA could detain potentially contaminated 
foods; register foreign and domestic food facilities; require record keeping in the food 
industry; and give prior notice of food imports. Congress set an 18-month time 
frame for FDA to adopt regulations under the new law. 

FDA did publish four proposed rules between February and May 2003, with inten- 
tions to push forward to get the regulations finalized to meet the deadlines in the 
Act. But things slowed when the rules arrived at OMB. 

Documents reviewed by CSPI showed that during the comment periods, OMB 
hosted a steady stream of meetings with over 30 food industry representatives who 
we believe were seeking to influence the final outcome on four proposed anti-bioter- 


vention. CDC, Preliminary FoodNet Data on Incidence of Infection with Pathogens Transmitted 
Commonly Through Food— 10 States, 2008, MMWR Weekly, April 10, 2009, 58(13); 333-337. 

13 FSIS, Salmonella Enteritridis Risk Assessment: Shell Eggs and Egg Products, June 12, 
1998. 

14 Id, 

15 Salmonella Enteritidis in Eggs; Advanced Notice of Proposed Rule-making, 63 Fed. Reg. 
27502 (May 19, 1998). 

16 Press Release, USDA & FDA, Clinton Administration Announces Ambitious New Plan to 
Improve Egg Safety, Reduce Salmonella Illnesses (Dec. 11, 1999) at http : / fwww.usda.gov / 
news / releases / 1 999 1121 0483 

17 Prevention of Salmonella Enteritidis in Shell Eggs During Production; Proposed Rule, 69 
Fed. Reg. 56824 (Sept. 22, 2004). 

18 FSIS, Risk Assessments of Salmonella Enteritidis in Shell Eggs and Salmonella spp. in Egg 
Products, Oct. 2005 (Assessing risk of SE contamination in processed eggs for the purpose of 
establishing science-based performance standards). 

19 FDA, Foods, FY 2008 Budget Justification Documents located at http : / lwww.fda.gov / ocl 
oms / ofm / budget / 2008 / 1 -BudgetNarrativeCFSAN.pdf 

20 FDA, Food Protection Plan, Nov. 2007 (Proposing to issue a final regulation on Salmonella 
in shell eggs by Spring 2008). 

21 Joan Murphy, FDA Withdraws Salmonella Enteriditis Shell Egg Rule From OMB Review, 
Food and Chemical News, Dec. 1, 2008. 
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rorism rules. 22 While these meetings provide an opportunity for OIRA staff to ask 
questions of outside experts, they are not formally within the notice and comment 
rule-making process under the Administrative Procedure Act (APA). 23 Therefore, the 
meetings produce few of the hallmarks of transparency that are part of the APA 
process. OIRA lists participants at the meetings and publishes documents it receives 
on its web site, but does not follow a public comment process, make a transcript 
or provide any response to comments it receives. And these meetings with industry 
seemed to have an impact. 

Because FDA does not have inspectors at every port of entry, the purpose of the 
prior-notice requirement for shipments of imported food was to allow the FDA to 
dispatch its inspectors to check the riskiest incoming food shipments. FDA proposed 
a rule on prior notice of food imports that required importers to notify the Agency 
by noon on the day before a food shipment arrives. However, in July and September 
2003, OMB held four meetings with the food industry on this proposed regulation. 
The regulation that emerged in October 2003 had significantly shorter notice re- 
quirements — -just two hours notice for trucks, four hours for trains or planes, and 
eight hours for ships transporting food. Additionally, under the interim final rule 
importers are permitted to make last minute changes to their notifications. The 
final rule on prior notice that was required to be completed in late 2003, is slated 
to go into effect next week, nearly six years past its Congressionally-mandated “due 
date.” 24 

These time frames were clearly not adequate to meet the intention of the statute. 
FDA could not move inspectors to ports to check high-risk products identified under 
the shortened notice requirements. While they could potentially hold suspect prod- 
ucts on site until an FDA inspector could get there, it clearly undercut the intent 
and efficacy of the new law. 

In another of the proposed rules, FDA sought to require companies to keep 
records on food shipments and ingredients. Known as “one up/one down,” this 
traceability provision was intended to allow FDA to quickly track food back to its 
source in an emergency. 

During consideration of this regulation, OMB held meetings with 14 food industry 
representatives, including three meetings in February and March 2004. The indus- 
try agenda for one meeting included such topics as “Lot code tracking is unneces- 
sary and costly,” and “F our-hour record-keeping retrieval — Unreasonable and unnec- 
essary.” The impact: The lot code tracking provision was revised to exempt trans- 
porters and distributors and the record retrieval provisions were changed in the 
final rule from four hours to 24 hours. These changes significantly weakened the 
final record-keeping provisions, and may have contributed to the long investigative 
delays in recent outbreaks linked to Salmonella in the United States. 25 

As the Bioterrorism Act specified that the regulation be finalized within 18 
months, the first deadline expired in December 2003. Though FDA announced that 
it would finalize the rule by the end of March 2004, the final rule was instead pub- 
lished nine months beyond that target date, in December 2004. Compliance with the 
rule was not required until June 2005 for large companies. Small businesses (fewer 
than 500 employees) had an additional year to comply. 

The two other regulations were finalized as required by the law. In October 2003, 
FDA issued a final rule requiring domestic food processors and importers to register 
with the agency. In June 2004, it finalized a rule covering administrative detention 
procedures for food. 


22 According to participant lists on OMB’s web site, agency officials met with officials from 
Kraft, ConAgra, Procter & Gamble, the Food Marketing Institute, the Grocery Manufacturers 
of America, the National Food Processors Association, and the National Coalition of Food Im- 
porting Associations, as well as several food packaging and transportation groups. In response 
to a Freedom of Information Act (FOIA) request, CSPI obtained additional information, includ- 
ing handouts and meeting agendas supplied by the industry representatives. There was no evi- 
dence that OMB met with any independent food-safety experts or consumer groups during this 
time. http:l / www.cspinet.org / new / 200409291.html 

23 A similar meeting of industry representatives at the agency level would require, at a min- 
imum, a taped transcript. 

24 Prior Notice of Imported Food Under the Public Health Security and Bioterrorism Prepared- 
ness and Response Act of 2002; Draft Compliance Policy Guide; “Sec. 110.310 Prior Notice of 
Imported Food Under the Public Health Security and Bioterrorism Preparedness and Response 
Act of 2002;” Availability; Final Rule and Notice, 73 Fed. Reg. 66294, (Nov. 7, 2008). 

25 Julie Schmit, Tracing Tainted Produce Isn’t Easy; Salmonella Case Highlights Complex Dis- 
tribution System, USA Today, Aug. 14, 2008, at IB; See, HHS Office of Inspector General Rep. 
No. OEI-02-06— 00210, Traceability in the Food Supply Chain, March 2009 (revealing poor com- 
pliance by industry and recommending stronger traceability laws). 
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Conclusion 

This testimony has identified and illustrated a number of problems with the OIRA 
review of regulations. The meat and poultry HACCP regulation showed how science 
is not well advanced and public health improvements can be thwarted when regula- 
tions are tied up in a multi-year regulatory review process. The case showed that 
OIRA’s burdensome review has provided incentives for the agencies to find creative 
ways to avoid going through the OMB process. For meat and poultry products, it 
means that USDA has kept outdated performance standards in place by using 
newer guidance benchmarked to the old performance standards. 

The proposed egg regulation illustrated the problem inherent in unlimited reviews 
that can add years to the development of regulations. It also illustrates the confu- 
sion of having multiple agencies in charge of food safety. 

The bioterrorism rules showed that OIRA reviews can open the door for industry 
to lobby for changes to regulations without the transparency requirements of the 
APA and also how OIRA can override policy decisions best left to the agencies. We 
have also heard from agencies about the long delays inherent in trying to do a vol- 
untary survey and how agencies are sometimes asked to predict future benefits with 
specificity before a rule can progress. 

These problems did not originate in the Bush Administration, nor will they nec- 
essarily disappear just by having different people in charge. Fundamental changes 
are needed to reduce the breadth of oversight and the time lags that result from 
such broad oversight. 

The role of science in the regulatory process is very important; however, for the 
reasons discussed above, OIRA review has diminished the role of science in crafting 
federal regulations. CSPI recommends that a new executive order rewrite the OIRA 
mandate to give it more targeted review along with responsibility for identifying 
gaps in regulatory oversight. A new executive order should update the definition for 
“significant” rules to narrow the number of regulations requiring prior approval and 
limit OIRA’s review to the economic issues raised in the proposed rules. As OIRA 
is staffed by economists, they should defer to the federal agencies on scientific and 
technical questions. OIRA should have a rapid time frame for review that balances 
thoughtful review with the need to produce timely federal agency actions, particu- 
larly to protect public health and social welfare. Finally, to whatever extent that 
OIRA retains a role in agency rule-making, it should operate with greater trans- 
parency. Agencies must be instructed more forcefully to document any changes to 
their draft rules or pre-rule framework made at OIRA’s suggestion at whatever 
point in the rule-making process those changes occurred. 

The real costs of regulatory delay are felt by everyday American’s when they expe- 
rience an avoidable food borne illness. The food industry can improve, but it needs 
a level playing field to do it. Our nation’s food safety program can and will improve, 
I am confident. But it won’t happen without reform of the OIRA review process as 
well. 


Biography for Caroline Smith DeWaal 

Caroline Smith DeWaal is the Director of the Food Safety Program for the Center 
for Science in the Public Interest and co-author of Is Our Food Safe ? A Consumer’s 
Guide to Protecting Your Health and the Environment (Three Rivers Press, 2002). 
She represents CSPI in the media, in Congress and in the regulatory arena on a 
broad range of food safety issues. Ms. DeWaal is the leading consumer analyst on 
reform of laws and regulations governing food safety. Since 1999, she has main- 
tained and annually published a listing of food-borne illness outbreaks organized by 
food source that now contains over fifteen years of outbreaks reports. She has pre- 
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American Public Health Association, International Association for Food Protection 
and the American Society for Microbiology. She has presented papers on food safety 
at over 50 scientific and public policy conferences. She has participated in a number 
of World Health Organization consultations on food safety and is currently an ex- 
pert advisor on its Intergrated Surveillance of Antibiotic Resistance project. She rep- 
resents the International Association of Consumer Food Organizations at the Codex 
Committee on Food Hygiene. She has participated in several national advisory com- 
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Chair Miller. Thank you, Ms. Smith DeWaal. 

Mr. Warren. 
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STATEMENT OF MR. WESLEY P. WARREN, DIRECTOR OF 
PROGRAMS, NATURAL RESOURCES DEFENSE COUNCIL 

Mr. Warren. Thank you, Chair Miller and Dr. Broun. I appre- 
ciate the opportunity to testify today. I am Wesley Warren, Direc- 
tor of Programs at the Natural Resources Defense Council. NRDC 
is an environmental organization composed of legal and scientific 
experts who represent over a million members and activists across 
the country who are interested in environmental protection. 

Just for the record, I would like to note for Chair Miller that I 
hail from North Carolina, still have family in Raleigh and flew out 
of the Greensboro Airport just last night on business returning to 
Washington. So I send my regards from the state. 

Chair Miller. Please feel free to mention my name to your rel- 
atives in Raleigh. 

Mr. Warren. I will be sure to do that. 

So I have detailed comments and recommendations in the testi- 
mony submitted for the record but which I won’t repeat. Instead, 
I would like to take a moment to speak to the Committee to say 
what I think is at stake in these issues and for these hearings. 

The role of science in public policy is really critical and it is crit- 
ical that we restore its integrity. That means we produce the best 
quality science and then we put that science to the best possible 
use. The OMB has a tremendously important role in this process 
to ensure that scientific standards have been followed, but it is not 
the role of OIRA to substitute its scientific judgment for the judg- 
ment of the expert agencies or to dictate what scientific practices 
should be. That instead should be determined by independent sci- 
entific bodies like the National Academy of Science and other sci- 
entific experts who generate standing scientific practices. 

Why does this matter in terms of the use of policy? Regulatory 
policy is environmental policy. If you look at the Bush Administra- 
tion report on the cost and benefits of federal regulations, you will 
see that environmental benefits, although there is a big range of 
the estimates of those benefits, on the upper end of the range have 
an astonishing $593 billion of benefits to the economy over a 10- 
year period. This was the Bush Administration OMB. And that on 
the upper end of the range is 90 percent of all the benefits of social 
regulations that exist. Why is that? The reason is because of the 
tremendous number of lives that can be saved from reducing pollu- 
tion, especially air pollution, and the value that society puts on 
that life. So when you take a body of information such as this, 
which is generated through risk assessments by the agencies, the 
question is, how do you put that to use in policy-making. And what 
you want to do is insulate the application of that kind of informa- 
tion from political manipulation. 

Unfortunately, we discovered under the Bush Administration 
that it was very prone to manipulation. When the OMB would in- 
volve itself in a process, it would often add additional decisional 
criteria than those contained in the underlying statute that Con- 
gress had enacted, sometimes an unreasonable cost-benefit test, 
and one of the reasons they — one of the ways that they set out to 
really tilt the scales on cost-benefit analysis was to lower the esti- 
mated value that we would put on a human life. This had an ex- 
traordinary impact on what the estimated benefits might be from 
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regulations, and in extreme cases they would say, for example, it 
was dubbed the “senior death discount” that if older people died 
from air pollution because they didn’t have as many years left to 
live, that that life wasn’t worth protecting as much and would in 
the extreme case reduce the value of that life from what the stand- 
ard value of human life is, which is $6.1 million, according to EPA, 
to as low as $130,000, depending upon how many years left a per- 
son might have to live. This has an astonishing impact on what 
federal policy might be regarding environmental protection. 

So our recommendation is that it is very important now to make 
sure that OIRA doesn’t substitute its expertise on science for that 
of the expert agencies and doesn’t impose itself in a decision-mak- 
ing process to add criteria that Congress did not include itself, and 
as a result I will read our recommendation for OIRA, which is that 
the government should establish written, publicly available per- 
formance requirements and milestones for OIRA review of agency 
actions to ensure efficient and timely completion of its duties, and 
there should be an accountability mechanism including trans- 
parency to ensure that these performance standards are met. 
Thank you very much. 

[The prepared statement of Mr. Warren follows:] 

Prepared Statement of Wesley P. Warren 

Good morning and thank you for the opportunity to testify on The Role of Science 
in Regulatory Reform. My name is Wesley Warren, and I am the Director of Pro- 
grams for the Natural Resources Defense Council (NRDC). NRDC is a national, non- 
profit organization of scientists, lawyers and environmental specialists dedicated to 
protecting public health and the environment. Prior to joining NRDC I served in the 
White House as Chief of Staff at the Council on Environmental Quality and as Asso- 
ciate Director for Natural Resources, Energy and Science at the Office of Manage- 
ment and Budget. I previously worked on the professional staff of the House Science 
and Energy and Commerce Committees. 

The role of science in regulatory reform is an important and timely topic and I 
commend the Subcommittee for making it an area of focus early in the 111th Con- 
gress. As Members of this committee know, science is at the very core of the work 
many of our agencies do to fulfill their missions, particularly when those missions 
involve protecting public health and the environment. How scientific analysis is con- 
ducted by those experts within federal agencies, and how science fares in relation 
to other considerations taken in the regulatory process, can make enormous dif- 
ferences in whether laws passed by Congress are implemented as intended, and how 
effectively those laws protect the public. It is not an overstatement to say that these 
questions and how tbey are resolved can make the difference between life and 
death, or life and health, for many Americans. 

Too often in recent years, proposed agency actions based upon the solid scientific 
work of agency experts that would have improved protection of public health and 
the environment have been blocked, delayed, watered down or otherwise weakened 
based upon ideological-imposed criteria that were never authorized by Congress. An 
important source of this diversion and delay of public health protections has been 
the Office of Management and Budget (OMB), and specifically the Office of Informa- 
tion and Regulatory Affairs (OIRA). 

Under Executive Order 12866, which succeeds previous Executive Orders, OMB 
is given substantial authority to review agency actions including rule-making, guid- 
ance, and even propounding information requests. OMB has frequently used this au- 
thority, particularly (but not exclusively) in recent years, to interfere with agency 
efforts to carry out their science-based missions, and to impose consideration of 
other factors never sanctioned by Congress. Moreover, OMB has frequently used 
methods to influence regulatory outcomes that run counter to principles of open gov- 
ernment and transparency. 

This subcommittee held a hearing last summer that considered some examples of 
these problems, including OMB’s revised process for overseeing and interfering with 
EPA’s development of hazard assessments for toxic chemicals through its IRIS pro- 
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gram. My NRDC colleague Dr. Linda Greer testified before the Subcommittee on 
that issue. 

Less than a year later, these types of problems are receiving renewed scrutiny, 
prompted in part by the new Administration’s request for public comments on 
whether and how to amend E.O. 12866. NRDC responded to the Administration’s 
call for comments on how to improve the way our regulatory process functions. 
Below I provide an overview of the issues raised by the potential revision or replace- 
ment of the Executive Order, followed by a summary of the recommendations NRDC 
submitted to the Administration. I will then outline in some detail the basis for 
those recommendations. 

I. OVERVIEW 

On February 26th, the Office of Management and Budget (“OMB”) placed a notice 
in the Federal Register that it would be making recommendations for a new Execu- 
tive Order of federal regulatory review. NRDC submitted comments pursuant to 
that notice as OMB requested submissions on eight specific areas: the relationship 
between the Office of Information and Regulatory Affairs (“OIRA”) and the agencies; 
disclosure and transparency; encouraging public participation in agency regulatory 
process; the role of cost-benefit analysis; the role of distributional considerations, 
fairness and concern for the interest of future generations; methods of ensuring that 
regulatory review does not produce undue delay; the role of the behavioral sciences 
in formulating regulatory policy; and the best tools for achieving public goals 
through the regulatory process. 

In some ways the most significant issue area is the last area listed by OMB for 
requested comments, namely, identifying the best tools for achieving public goals 
through the regulatory process. The most important aspect of this issue has to do 
with the philosophy of government to be used by the Administration. 

The previous Administration had an ideological view of the role of government in 
the economy which held that, on the face of it, government involvement in regu- 
lating economic behavior was necessarily undesirable. An extension of this view was 
that regulatory policy should have review procedures that would work presump- 
tively against approving regulatory actions. The assumption behind this approach 
is that since government action so often does more harm than good, then it is better 
to prevent more regulation as a matter of course and to only allow those that pass 
an overwhelming burden of proof. 

As current events indicate, this ideological view is ill-founded conceptually and 
poorly documented empirically. In contrast, sound public policy should embrace the 
concept that it is just as undesirable to under-regulate bad market behavior as it 
is to interfere needlessly with a well-functioning marketplace. Getting the amount 
of regulation “just right” should be the goal of public policy, with a presumption that 
having enough of the right kind of regulation was a sought after outcome. 

In environmental policy specifically there is considerable amount of empirical evi- 
dence that points to the approaches that are most likely to achieve the right amount 
of regulation. It should be noted that past reports by OMB have amply documented 
a highly favorable ratio of benefits to costs resulting from environmental regula- 
tions. However, it should also be emphasized that using a cost-benefit test is one 
of the worst methods on which to rely for environmental decision-making. 

As my testimony will discuss later in more detail, cost-benefit analysis (CBA) is 
an analytical tool that intellectually is designed to prevent too much regulation, and 
which as a result ends up professing much too little. This highly pronounced asym- 
metry of results is very undesirable from a public policy perspective and argues both 
for reforms in CBA procedures and for limitations on its use. 

Fortunately the public record abounds with successful alternatives to the use of 
CBA as the decision-making criteria in environmental policy. In contrast to environ- 
mental statutes that rely on cost-benefit or risk assessment requirements, the most 
successful statutes are those that rely on health-based or technology-based stand- 
ards. The goals of the latter statutes are much more obtainable and the burdens 
of proof are much more achievable than the former. 

In addition, the precautionary principle acts as an ally to environmental policy 
and a philosophic alternative to CBA. The precautionary principle formalizes the 
common sense notion that it’s better to be safe than sorry. This approach in effect 
shifts the burden of proof to those who may engage in undesirable social actions to 
prove that they are acceptable. This shift acts as an antidote to CBA’s overly con- 
servative intellectual framework that is preoccupied with preventing too much regu- 
lation. Again the empirical record is filled with statutes that have successfully taken 
a precautionary approach to public policy to provide a level of protection for society 
that is much more likely to be just right. 
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As for the issue concerning the relationship between OIRA and the agencies, it 
is the view of NRDC that OIRA in particular and the Executive Office of the Presi- 
dent (EOP) more generally should respect the statutory authority of the federal 
agencies and their issue expertise during the rule-making process. That means that 
OIRA should focus its attention on ensuring compliance with statutory require- 
ments, enhancing the efficiency of agency actions, and providing interagency coordi- 
nation rather than micromanaging the content of agency decision-making in respect 
to specific policies. 

NRDC also strongly supports the principles of transparency and disclosure in gov- 
ernment. They provide an essential guarantee to the public that decision-making is 
conducted through the proper channels and informs the public of the true basis of 
government actions. Executive branch input on proposed agency regulations should 
be included in the Administrative record for judicial review of final agency rules, 
except where prohibited by law. Because such input is considered by the agency de- 
cision-maker, it is properly considered part of the “whole record” for judicial review 
pursuant to the Administrative Procedure Act, 5 U.S.C. § 706. 

Equally important in a democracy is the role of public participation in the deci- 
sion-making process. This is one of the most critical means by which the people af- 
fected by governmental decisions can make sure that their opinions are adequately 
taken into account by policy-makers. 

Although details vary, many other recent commentaries generally agree with the 
views stated herein on the proper role of OIRA, the need to improve the use of cost- 
benefit analysis, and the virtues of greater disclosure, transparency and public par- 
ticipation. 1 

II. SUMMARY OF RECOMMENDATIONS 

1. Sound public policy should embrace the concept that it is just as undesirable 
to under regulate bad market behavior as it is to interfere needlessly with a 
well-functioning marketplace. Getting the amount of regulation “just right” 
should be the goal of public policy, with a presumption that having enough of 
the right kind of regulation was a sought after outcome. 

2. It is the view of NRDC that OIRA in particular and the Executive Office of the 
President (EOP) more generally should respect the statutory authority of the 
federal agencies and their issue expertise during the rule-making process. 

3. NRDC also strongly supports the principles of transparency and disclosure in 
government. Executive branch input on proposed agency regulations should be 
included in the administrative record for judicial review of final agency rules, 
except where prohibited by law. Because such input is considered by the agency 
decision-maker, it is properly considered part of the “whole record” for judicial 
review pursuant to the Administrative Procedure Act, 5 U.S.C. § 706. 

4. NRDC strongly supports increased public participation in the decision-making 
process, an important component to democracy. 

5. NRDC strongly recommends that CBA not replace or supplement the decisional 
criteria of the underlying statutory authority, and that to the extent it is used 
as an informational tool, the Administration should work to reduce its serious 
flaws. 

6. NRDC has requested that OMB conduct a review of past estimates of the costs 
of environmental compliance and compare them to actual costs, and then devise 
a methodology protocol for adjusting static cost estimates by more accurately 
adjusting for costs. Additional research can refine this concept over time, but 
the inclusion of a standard concept for making this adjustment could help to ad- 
dress the overstatement of costs that tends to systematically occur even in gov- 
ernment estimates. 

7. NRDC has requested that OMB lead a policy process to examine the inherent 
under-counting of benefits in cost-benefit analysis and to develop a methodology 
protocol by which decision-makers can systematically compensate for this defi- 
ciency in their use of the tool for informational purposes. 


1 For example, see American Rivers et. al., Transition to Green: Leading the Way to a Healthy 
Environment, a Green Economy and a Sustainable Future, pp. 2-11—2-20, available at http:l / 
www.saveourenvironment.org/assets/transition-to-green-full-report.pdf; see also Richard L. 
Revesz & Michael A. Livermore, Fixing Regulatory Review: Recommendations for the Next Ad- 
ministration, Institute for Policy Integrity, Report No. 2 (New York University School of Law, 
Dec. 2008); Gary Bass et. al., OMB Watch, Advancing the Public Interest Through Regulatory 
Reform (2008), available at www.ombwatch.org/regulatoryreformrecs.pdf 
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8. In the interest of both sound regulatory processes and healthful environmental 
outcomes, NRDC has suggested that OMB review all the Bush Administration 
changes to Circular A-4 and consider completely repealing all the changes made 
to the Clinton Best Practices document, especially those related to discount 
rates, the value of statistical life-years, and false thresholds for analysis. OMB 
should also raise the current quantitative threshold for a major rule from $100 
million and limit review to rules that cost more than this level without regard 
to qualitative criteria such as novel legal and policy issues. 

9. NRDC has asked the Obama OMB to remove the use of these alternative prac- 
tices from use and the record of analysis, as the whole purpose of these alter- 
native analyses is to put benefit calculations step-by-step on a downward path 
in part by creating uncertainty about the results of the main analysis. 

10. Any new executive order on federal regulatory review should reinforce the Ad- 
ministration’s commitment to addressing distributional considerations, espe- 
cially those that affect minorities, low-income populations, future generations 
and children. These considerations are particularly important for environmental 
regulation. NRDC also recommends committed implementation of Executive 
Order 12898, addressing environmental justice in minority populations and low- 
income populations, and Executive Order 13045, protecting children from envi- 
ronmental health risks and safety risks. 

11. OMB should establish written, publicly available performance requirements and 
milestones for OIRA review of agency actions to ensure efficient and timely com- 
pletion of duties, and there should be an accountability mechanism to ensure 
that OIRA meets these performance standards. As noted in these comments, 
these performance requirements should more closely and transparently docu- 
ment exchanges among OIRA, the agencies and outside parties, and should fol- 
low a formal process that has clear and reasonable deadlines and a manageable 
appeals process. 

III. GENERAL ISSUES CONCERNING COST-BENEFIT ANALYSIS 

CBA can be a useful tool for helping to organize information in the regulatory re- 
view process. In some fields, where the costs and benefits are fairly well known and 
are both of a strictly monetary nature, CBA may even serve as the suitable decision- 
making test. However, in many areas of social regulation including environmental 
policy, the flaws of CBA are so serious that they make it inappropriate to use as 
the decisional criteria. Therefore, NRDC strongly recommends that CBA not replace 
or supplement the decisional criteria of the underlying statutory authority, and to 
the extent it is used as an informational tool, that the Administration work to re- 
duce its serious flaws. 

The limitations on the use of cost-benefit analysis are extensive and in fact quite 
well known. 2 Of greatest concern is the extent to which CBA has inherent biases 
that overstate costs and undervalue benefits. OMB should be commended for invit- 
ing input on the key question that should be considered in the use of cost-benefit 
analysis: namely, what if anything can be done to compensate for its limitations and 
biases? 

a. Overstatement of Costs 

On the cost side, the most serious source of overstatement of costs is the overly 
static assumption about technology in government projections that overlooks the 
ability of innovation to lower costs over time. Again and again, dire predictions by 
industry about the effects of environmental protection on the economy have been 
shown after the fact to be greatly inflated. The eventual cost of the acid rain control 
program required by the Clean Air Act Amendments of 1990 is a well-documented 
case in point, as it fell far below the estimates of either industry or government. 3 

The prowess of technology to lower costs over time is really driven by the effi- 
ciency of a market economy in responding to a new constraint, in this case a regu- 
latory requirement that internalizes an externality. It is at least ironic that many 
advocates of the use of cost-benefit tests as decisional criteria in decision-making 
also have great faith in the reliance on free market behavior; and yet they have lit- 
tle regard for efficient, cost-minimizing progress by the market to respond to these 
internalized externalities. 


2 See Lisa Heinzerling and Frank Ackerman, Pricing the Priceless: Cost-Benefit Analysis of En- 
vironmental Protection (Georgetown Law Institute, 2002). 

3 Id., p. 30. 
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To the extent that CBA will continue to be produced for decision-makers, it needs 
to move to a more systematic treatment of the role of technology in lowering costs 
over time. Therefore, NRDC has requested that OMB conduct a review of past esti- 
mates of the costs of environmental compliance and compare them to actual costs, 
and then devise a methodology protocol for adjusting static cost estimates by more 
accurately adjusting for costs. Additional research can refine this concept over time, 
but the inclusion of a standard concept for making this adjustment could help to 
address the overstatement of costs that tends to systematically occur in government 
estimates. 

b. Undervaluing Benefits 

One of the most troubling aspects of cost-benefit analysis is not simply its tend- 
ency to misstate costs and benefits, but to systematically overstate the costs while 
understating the benefits. This bias stems from the fact that in the search for a “net 
benefits” answer to the cost-benefit test the ruling practice is to first quantify all 
costs and benefits, and then to reduce them to a common denominator in the form 
of dollars. Therefore any term that does not lead itself to quantification, and then 
monetization, tends to fall out of the equation entirely. 

Because the costs of regulations are usually the expense of compliance, costs do 
not generally suffer from the same “dropping out” effect in the net benefits equation, 
whereas benefits by their nature are often difficult to quantify, much less monetize. 
Even when we cannot precisely state certain kinds of benefits in monetary terms, 
we know the value to society is not nothing. The Administration must undertake 
an effort to rigorously correct this deficiency as noted below. 

There are numerous reasons why the many different kinds of benefits that exist 
are difficult to either quantify or monetize. This difficulty is serious in estimating 
the benefits of reducing pollution, but it especially skews our ability to sensibly esti- 
mate the benefits of protecting natural resources. Values like preventing the deg- 
radation to landscapes, extinction of species, or loss of wilderness are notoriously 
problematic when it comes to assigning dollar values to them. It may be a fun- 
damentally flawed concept to even try in some cases. However, to the extent that 
CBA is going to be performed, OMB must develop a better approach for presenting 
these benefits in the analysis. 

Therefore, NRDC has requested that OMB lead a policy process to examine the 
inherent under-counting of benefits in cost-benefit analysis and to develop a method- 
ology protocol by which decision-makers can systematically compensate for this defi- 
ciency in their use of the tool for informational purposes. 

c. Implications for Environmental Policy 

Past annual OMB reports to Congress regarding federal regulations have docu- 
mented the overwhelming social benefits of environmental regulations compared to 
the costs. It is noteworthy that even the Bush OMB reports showed this result even 
though the techniques used to measure benefits have clearly failed to capture them 
all through proper quantification. The most recent OMB annual report on the costs 
and benefits of regulations showed once again that environmental benefits by them- 
selves accounted for most of the benefits of social regulations over the last decade. 
Therefore, it is essential to understand that regulatory review policy is first and 
foremost environmental policy. 

OMB generally divides the regulations it analyzes into three substantive areas: 
social regulations, tax compliance and economic regulations. Environmental regula- 
tions, including those issued by the EPA, fall under social regulations, which in FY 
2007 accounted for 45 percent of all the regulation analyzed by OMB. 

OMB analyzed 93 regulations over the ten-year period from October 1997 to Sep- 
tember 2007, 40 of which came from EPA. 4 Of the EPA rules OMB analyzed 27 im- 
plemented by the Office of Air and Radiation and 10 rules from the Office of Water. 
The monetized benefits of these rules ranged between $83,298 and $529,567 million, 
with costs ranging from $32,252 and $35,058 million. The majority of large esti- 
mated benefits for EPA rules are accounted for the reduction in public exposure to 
a single air pollutant — fine particulate matter. Overall, OMB estimated that the 97 
analyzed regulations in this ten year period garnered between $122,190 and 
$655,556 million in benefits, compared to $46,219 and $53,894 million in costs. 5 


4 Office of Information and Regulatory Affairs, Office of Management and Budget, 2008 Report 
to Congress on the Benefits and Costs of Federal Regulations, and Unfunded Mandates on State, 
Local, and Tribal Entities, 2008, p. 4 (hereafter the OMB 2008 report). These were analyses of 
major rules, or rules that generated costs or benefits of at least $100 million. All amounts are 
stated in 2001 dollars. 

5 Id., pp. iii— 5. 
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For the most recent fiscal year, ranging from October 2006 to September 2007, 
OMB analyzed the benefits and costs of 40 major final rules. Of these, 18 final rules 
were categorized as ‘social regulations,’ with benefits estimated to range between 
$122,190 and $655,556 million, and costs ranging from $46,219 and $53,894 million. 
EPA continues to be responsible for the majority of estimated benefits and costs 
generated by federal regulation, as shown by the three rules promulgated by the 
EPA. The benefits of the EPA rules range from $21,143 and $170,391 million, with 
costs estimated between $7,475 and $7,584 million. There were three other environ- 
mental regulations promulgated, although two issued by the Department of Interior 
(DOI) were not monetized and therefore not included. The remaining rule, man- 
dating energy efficiency standards for electric distribution transformers by the De- 
partment of Energy (DOE), has estimated benefits of $490 to $865 million, and costs 
of $381 to $428 million. 6 

Thus, the Environmental Protection Agency (EPA) by itself accounts for as much 
as 90 percent of the benefits all social regulations from a span of agencies that in- 
cludes the Departments of Agriculture, Education, Energy, Health and Human 
Services, Housing and Urban Development, Justice, Labor, and Transportation. In 
absolute terms the upper end of the range of estimated benefits to society from EPA 
regulations over this 10-year period is an impressive $593 billion. Furthermore, 
even by the OMB report’s admission, these EPA regulations in the aggregate yield 
a highly favorable ratio of benefits to costs. Even using the high-end estimate of 
costs, the ratio of benefits to costs ranges from over 2:1 to an astonishing 17:1. 

Keeping in mind that even the lower end of this range is highly beneficial, what 
explains the large size of this range? The 2008 OMB report points to five factors, 
but one of the most disturbing is uncertainty about the value to be placed on saving 
lives. 7 Indeed the greatest contribution by EPA to total social benefits is derived 
specifically from air pollution controls that reduce such premature mortality. This 
point is notable not only because of the philosophic importance of preserving life, 
but also because it underscores the significance of getting the methodology right for 
estimating the value of protecting it. It also helps to explain the motivation of the 
Bush Administration in devising new methods for lowering the value attributable 
to preventing premature mortality, so that it could justify its repeated attempts to 
weaken air pollution regulations. 

cL. Bush Administration’s Undermining of CBA 

The Bush Administration took a multi-faceted approach to warping the use of 
cost-benefit analysis. Here NRDC would like to highlight two examples which the 
Administration should consider correcting as part of its review of the regulatory 
process. One example is the set of “best practices” that the OMB instructs agencies 
to follow in its calculations of the benefits of regulations (e.g., Circular A-4). The 
other is distorted estimates of the benefits of air pollution regulations that the Bush 
Administration left on the books. 

In 2003 the Bush OMB revised Clinton Administration regulatory review proce- 
dures set out pursuant to Executive Order (“E.O.”) 12866. The Clinton procedures 
were set out in detail in a 1996 OMB document that described best practices for 
agencies to follow in their calculations of the costs and benefits of regulations, and 
an OMB 2000 guidance issued to agencies concerning how to implement these prac- 
tices. 8 The Bush Administration’s changes were quite subtle but significant. 

Three changes in particular represent the worst changes of the best practices: 

• First, OIRA changed the way in which the discount rate is applied for pur- 
poses of discounting streams of future benefits. 9 

• Second, OIRA gave greater emphasis to the Value of a Statistical Life-Year 
(VSLY) as the measure of the benefit of reducing the risk of loss of life, as 
opposed to the standard Value of a Statistical Life (VSL). 10 


6 Id., pp. 7-11. 

7 Id., pp. 7-8. 

8 Office of Management and Budget, Economic Analysis of Federal Regulations Under Execu- 
tive Order 12866, January 11, 1996; and Jacob J. Lew, Office of Management and Budget, 
Guidelines to Standardize Measures of Costs and Benefits and the Format of Accounting State- 
ment, March 2000. 

9 Office of Information and Regulatory Affairs, Office of Management and Budget, 2003 Report 
to Congress on the Benefits and Costs of Federal Regulations, and Unfunded Mandates on State, 
Local, and Tribal Entities, 2003 (hereafter the OMB 2003 report), pp. 150—153. 

10 Id., p. 147. 
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• Third, OIRA imposed without justification a completely new set of statistical 
requirements for rules with impact above a $1 billion threshold. 11 

In making changes to the Clinton Administration’s Best Practices guidance, the 
Bush OMB made two claims in its defense: (1) the changes are not really any dif- 
ferent than the policies of the Clinton Administration; and (2) OMB policies are just 
suggestions and agencies are free to do what they want. If valid, these two argu- 
ments taken together would completely obviate the point of making any changes in 
the first place. The reality was that the changes were specifically meant at least 
in part to undermine the effectiveness of environmental policy. 12 

The Bush Administration’s Circular A-4 demonstrates once again how dramati- 
cally the environmental polices and the regulatory approaches of the Bush Adminis- 
tration were entwined. In Circular A-4, of the 35 examples given of how to do a 
regulatory review procedure or why the procedure is necessary to do, 32 were in the 
field of environmental policy, and 25 of those were EPA-specific. 13 

Therefore, in the interest of both sound regulatory processes and healthful envi- 
ronmental outcomes, NRDC has suggested to this Administration that OMB review 
all the Bush Administration changes in Circular A-4 and consider completely re- 
pealing all the changes made to the Clinton Best Practices document. 

1. The Rate of Discounting Future Benefits 

Before the Bush Administration, OMB policy on intra-generational benefit 
streams regarding the use of a discount rate recommended a seven percent rate 
based on its claim that seven percent is close to the average before-tax rate of re- 
turn to capital in the U.S. 14 This directive was plainly out of line with more recent 
actual rate of return experience and was in need of an update. Even now the 10- 
year Treasury rate hovers stubbornly below three percent. 

The fix of the Bush OIRA, however, was wholly inadequate to the task; it directed 
agencies to provide net benefits estimates using both the out-of-date seven percent 
rate and added to it a new three percent discount rate. However, in the past agen- 
cies were never really barred from looking at rates other than seven percent as long 
as they also included an analysis with OMB’s seven percent number. As EPA’s 2000 
guidelines for preparing economic analysis notes after recommending the use of a 
consumptive rate of interest: “EPA economic analyses therefore should provide esti- 
mates of the present values of costs and benefits using both a two to three percent 
rate and OMB’s guidance on discounting [using a seven percent rate].” 15 

Thus, the Bush revision had the effect of further enshrining the dictate that the 
flawed seven percent rate must be included in agency analysis. Also it puts an im- 
plied floor on the lower discount that can be used at three percent, even though one 
could argue that at times even that rate is too high. OMB should instead take a 
hard look at what a more reasonable discount rate should be, and allow agencies 
much greater flexibility in choice of a suitable discount rate for the specific policy 
under review. 

NRDC and many others have profound ethical, pragmatic, policy, and legal con- 
cerns about OMB’s approach to discounting the value of future lives lost. In par- 
ticular, OMB should revise the way in which it views the practice of discounting 
the value of lives that are lost in the future from exposures to hazards in the 
present. The discounting of future lives (especially if insupportably high discount 
rates such as seven percent are applied) amounts to an incredible vanishing act 
where the calculations of such values are concerned. 

Not surprisingly, a substantial body of research related to the social rate of time 
preferences supports the view that individuals discount the value of future lives by 
a rate far below the seven percent rate set by OMB in Circular A-94. In fact, given 


11 Id., p. 157. 

12 To rebut fully the first claim above that the Bush changes were not much different from 
the Clinton policy, one must carefully compare the Bush language to Clinton language that it 
revised, since changes in context at times altered the meaning of key passages in certain sec- 
tions. Also, to understand the implications of the Bush changes for environmental regulatory 
review, one must contrast the revised OMB directives with the existing EPA guidelines on eco- 
nomic analysis from September 2000. (See EPA, Guidelines for Preparing Economic Analyses 
(Sept. 2000) ). The EPA guidelines are an outstanding summary of currently accepted ap- 
proaches to economic analysis. Following a review of the revised guidelines, EPA’s Environ- 
mental Economics Advisory Committee of the Science Advisory Board described the guidelines 
as “excellent” and concluded that the guidelines “succeed in reflecting methods and practices 
that enjoy widespread acceptance in the environmental economics profession.” 

13 OMB 2003 Report, Circular A-4, passim. 

14 OMB, Economic Analysis of Federal Regulations Under Executive Order 12866, Section 
III.A.3.a. (1996), and OMB, Special Case: Intergenerational Analysis, Section A.5.b (2000). 

15 See supra note 12, Section 6.3. 1.5, p. 48. 
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the low level of interest rates for the last several years, it would be surprising if 
up-to-date research on social time preference did not provide a robust endorsement 
of the view that the discount rate for the loss of future lives should be extremely 
small if not zero. Therefore, as a way of helping to correct the systematic biases in 
cost-benefit analysis, NRDC has requested that OMB recommend the use of a dis- 
count rate of zero for the value of future lives until the technical and ethical issues 
related to this practice are satisfactorily resolved. 

For issues that have especially long time horizons that are inter-generational in 
nature, Circular A-4 has suggested a different approach. While still requiring the 
use of the three percent and seven percent rates as in the case of intra-generational 
benefits, Circular A-4 would allow rates as low as one percent in certain cases. Al- 
though this approach is better than simply limiting the analysis to three percent 
and seven percent rates, it again falls short of the mark that OMB should set for 
this analysis. Indeed, it may be worse than current agency practice. 

The OMB 1996 best practices document and its 2000 guidelines are somewhat cir- 
cumspect on the issue of the correct discount rate for inter-generational analysis 
and allow agencies some leeway. Specifically, these documents allow the agency ei- 
ther to use the same discount rate analysis that it would use for intra-generational 
benefits while addressing equity issues separately, or to use “a special social rate 
of time preference.” 16 In implementing this advice, the EPA guidance document has 
recommended that analyses should include a “no discounting” scenario by displaying 
a stream of costs and benefits over time (which EPA notes is not the same as a dis- 
count rate of zero). It also recommends the inclusion of other scenarios beyond the 
seven percent and three percent rates, namely, those “in the interval one-half to 
three percent as prescribed in optimal growth models.” 17 

Over long time horizons, even the relatively low discount rate of one percent can 
drive the net present value estimate of benefits down to almost nothing. This statis- 
tical obliteration of the value of protecting future lives becomes exaggerated in the 
extreme when policies with extended timelines like nuclear waste disposal or cli- 
mate change are involved. The inevitable but insupportable conclusion seems to be 
that anything the present generation does that adversely effects future generations 
is acceptable because the value of the benefit to future lives does not amount to 
much. 18 

2. Shift from Value of a Statistical Life to Life-Years 

One of the standard ways for agencies to measure the benefit from reducing the 
risk of premature mortality is the use of the Value of a Statistical Life (VSL). The 
estimate for the VSL can be calculated using a number of different kinds of willing- 
ness-to-pay surveys, such as those that rely on labor market (i.e., wage-risk) studies 
or contingent valuation. The standard use of VSL has itself been subject to the criti- 
cism that it underestimates the benefit of reducing the risk of mortality because of 
income, age, and occupational biases that are built into some of the kinds of studies 
used to construct a value for it. 

An alternative to the use of VSL is the concept of the Value of a Statistical Life- 
Year (VSLY). VSLY in effect measures the benefit of reducing the risk of premature 
death based on the number of years a hypothetical person has to live, instead of 
assigning an average VSL to everyone. 

VSLY deserves particular attention because it is one of the most controversial pro- 
posed changes to the guidelines. Under VSLY, all else being equal, the older a tar- 
get population is, the lower the calculated benefit of protecting them. Therefore, pro- 
tections for the elderly would be subjected to a special devaluation under this tech- 
nique. VSLY also serves as the basis for another technique for lowering the value 
of life, the Quality Adjusted Life Year (QALY). Once one establishes VSLY as a 
method for calculating the value of reducing the risk of mortality, then one can take 
the additional step of adjusting the calculation of the value of remaining life-years 
by their “quality.” Again, since the quality of life of the elderly can be said to be 
less than younger people, the life of the elderly can be lowered again. 

The discussion of the value of a human life and which measure for it is appro- 
priate is at times troubling and often analytically slippery. The troubling aspect 
comes from the fact that it is an issue that is not economic in nature but rather 


16 See supra note 14, Section III.A.3.C; and OMB 2000, A.5.b. Special Case: Intergenerational 
Analysis. 

17 See supra note 14, Section 6. 3. 2. 4, p. 52. 

18 For a discussion of the implications of discounting on decision-making on climate policy see 
Richard Newell and William Pizer, Discounting the Benefits of Climate Change Mitigation: How 
Much do Uncertain Rates Increase Valuations? {The Pew Center on Global Climate Change, De- 
cember 2001). 
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philosophic. NRDC holds the view that all life is precious and therefore deserves 
equal protection under the law. This view by itself is a sufficient argument against 
using VSLY or QALY analysis and NRDC has urged the Administration to adopt 
this view. 

Nonetheless, the value of life as it relates to age is a subject matter of economic 
study, and therefore it is imperative that the right kind of economic analysis be 
brought to bear on it. Because the analytical framework for this discussion is so 
slippery, it is critical to ask the question in the right way so that the thinking about 
it is also correct. 

The supporters of VSLY like to frame the question around a true if partial notion 
that generally speaking one would rather die later rather than sooner. This notion 
is so common-sensical that it is the basis of an old joke, in which the robber tells 
his victim that it’s either his money or his life, to which the victim says, “Take my 
life, I’m saving my money for my old age.” 

The proposition that one would rather die later than sooner is valid as far as it 
goes, but one can also stretch it too far. It’s true that society has an interest in en- 
suring that social investments will get younger people to an older age. It’s not true 
that the premise of this conclusion is that the lives of younger people are more valu- 
able to save because they have more years left in them. That incorrect premise leads 
to following a fair question about when you would rather die with a false one, name- 
ly: if you could only save a single person, should it be an older person or a younger 
person? 

There are many wrong premises to this second question as posed, one of which 
is that society cannot afford to make the investments needed to extend the life of 
both younger and older people. But the main faulty premise comes about by not ask- 
ing the right second question after the question about whether you would die sooner 
or later. The proper follow up question to ask is: now that it’s later, are you more 
willing to die than you were before? 

It should not be surprising that the answer that most often comes back to this 
question is, “Not really.” The fact that there is a smaller amount of years left in 
your supply seems not to have reduced the demand you still have for continuing to 
use the ones you have left. In some ways it has made the value much higher of each 
scarce remaining year. 

One way economists look at the issue is to consider the social rate of time pref- 
erence. Reliable empirical data in this field do not support the premise of either 
QALY or VSLY. One study by some of the leading experts on this subject concluded 
quite simply that the data do not support discounting the value of life based on the 
numbers of years someone has remaining to live. 19 

Yes, society has an interest in helping younger people to live longer, so they can 
“enjoy their money in their old age.” However, since individuals continue to want 
to die later rather than sooner even as they age, it is fundamentally wrong-headed 
to assume that society can only afford to invest in saving either the young or the 
old. Once we save the lives of the young, we should not allow ourselves to fall victim 
to the other side of the robber’s choice, telling them as they approach their old-age, 
there’s no more money left to invest in saving them. 

3. False Thresholds 

E.O. 12866 already requires a regulatory impact analysis (RIA) for major rules 
above $100 million a year or under certain qualitative conditions. There are several 
problems with these criteria. 

• First, while it is reasonable to have a threshold figure for what is a major 
rule, the $100 million figure has become out of date and needs to be revised 
upward based on changes to inflation since the time of the data used to set 
the original threshold level. A procedure should also be put into place that 
will automatically allow this figure to rise according to an established price 
index. 

• Second, it is sufficient for the minimum threshold to be limited to costs alone. 
After all, if the costs are below $100 million and the benefits are above, what 
difference does it matter how much higher the benefits are above that level? 

• Third, the qualitative criteria should be deleted since they are overly vague 
and put almost no constraints on the potential reach of the review process, 
whether it makes sense or not. The qualitative criteria that a review can be 
necessitated by novel legal or policy issues is especially troublesome, and 


19 See Anna Alberini, Maureen Cropper, Alan Krupnick, and Nathalie B. Simon, Resources for 
the Future, Discussion Paper 02-19, April 2002. 
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gives OIRA an almost unlimited reach into agency processes in a way not con- 
templated by Congress. Maximum Available Control Technology proposals are 
often caught in this net even if they do not exceed $100 million a year in costs 
and are quite beneficial in their result. 

In addition to the threshold for regulatory review contained in E.O. 12866, the 
Bush Administration required a whole new form of uncertainty analysis for rules 
costing more than $1 billion a year, even though RIAs under E.O. 12866 already 
had to address issues of uncertainty in that analysis. 20 This new requirement ap- 
pears completely arbitrary and serves simply to clog the regulatory process. 

No reason was ever given by OMB for why the existing analysis requirement 
would be deficient for rules of a larger size. Moreover, no justification was given for 
hinging a formal analysis on the level of cost as opposed to level of cost combined 
with the ratio of benefits to costs. It is a form of false precision and a waste of re- 
sources to do a formal analysis of the exact distribution of the range of uncertainties 
if you already know the benefits are going to exceed the cost at any level. Finally, 
no justification was provided for the $1 billion figure being the correct threshold, 
although it is likely that environmental regulations would be disproportionately im- 
pacted by this requirement and therefore it is reasonable to conclude that was the 
motive. 

EPA already had a method for addressing uncertainty analysis. As EPA noted in 
its 2000 guidelines: “If, however, the implications of uncertainty are not adequately 
captured in the initial assessment then a more sophisticated analysis should be un- 
dertaken .... However, these methods can be difficult to implement, often requir- 
ing more data than are available to the analyst.” 21 Instead of relying on an arbi- 
trary figure to determine whether a higher standard for analysis should apply (e.g., 
the $1 billion threshold), EPA applied a more reasonable approach by determining 
first whether the initial assessment passed a test of adequacy in capturing the im- 
plications of uncertainty. Where the benefits far exceed the costs and the data are 
lacking for additional formal analysis, EPA could reasonably decide that the initial 
assessment was more than adequate. 

The effect of the Bush Administration change is to threaten rule-makings with 
delay by sending the agency back to collect data that may not be available, even 
if the available data are sufficient to determine the results of the rule would be posi- 
tive. As OMB ominously notes in its guidelines, “For example when the uncertainty 
is due to a lack of data, you might consider deferring the decision, as an explicit 
regulatory alternative, pending further study to obtain sufficient data.” 22 

The connection to the potential for tying up environmental controls is not acci- 
dental. In its 2003 proposal to change the Clinton guidelines, the Bush OMB explic- 
itly pointed to analysis of air pollution regulations as an example of the problem 
with uncertainty about future emissions, changes in air quality, resulting health ef- 
fects, and the “economic and social value of the change in health outcomes.” In re- 
ality, it was never made clear what other type of rules would even meet this thresh- 
old test for extra uncertainty analysis. 23 

The Bush Administration’s decision to single out regulations for unfavorable treat- 
ment simply on the basis of the size of costs, seems to have been an attempt by 
the Bush White House to justify after the fact a policy it already had in place. In 
at least one significant case, EPA’s rule to control polluted runoff from construction 
and development sites, the Bush OMB deleted the most effective and beneficial pro- 
vision of the rule drafted by EPA simply based on the size of the costs of the provi- 
sion. The Bush Administration took this indefensible action despite the fact that 
this action had no basis in the statute as part of its decisional criteria and that even 
so the provision would have clearly passed any reasonable cost-benefit test. 24 Fur- 
thermore some rules like this one may have total costs that seem large in dollars, 
but that are in fact quite small in comparison to the total size of the industry. 

Thus the implication of uncertainty requirements in the hands of a hostile OMB 
is that arbitrary procedures can be institutionalized as a reason for blocking rules 
regardless of statutory directives or overall benefits to society. The Obama OMB 
should avoid new uncertainty concepts that could lead to such results by raising the 
current $100 million threshold and eliminating the formal uncertainty requirement 
for rules that exceed $1 billion in costs. 


20 See supra note 8, p. 158. 

21 See supra note 12, Section 5.5.1, pp. 27—28. 

22 See supra note 8, p. 156. 

23 OMB Draft 2003 Report to Congress on the Costs and benefits of Federal Regulations, 68 
Fed. Reg. 5,492, 5,524 (Feb. 3, 2003). 

24 For more information on this issue see Dr. Frank Ackerman, Uses and Abuses of Economic 
Analysis in Setting Stormwater Regulations, December 18, 2002. 
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4. Faulty “Alternative Analysis” Left on the Books 

It is instructive to consider the implications of the Bush Administration’s changes 
to the regulatory review process in the context of specific applications during admin- 
istration policy reviews. Once again, air pollution controls offer a keen illustration 
of the point of what can happen when the government manipulates the price tag 
put on human life. 

In the fall of 2002 the Bush OIRA insisted that EPA begin to include an “alter- 
native analysis” in its environmental reviews that employed some new techniques 
to drive down the calculation of benefits. In these alternative analyses, when the 
entire range of techniques was employed, the estimated benefits of controlling air 
pollution astonishingly dropped by over an order of magnitude. Three cases in which 
EPA used a variation of this alternative analysis include the technical justification 
for the Clear Skies Initiative (CSI), the off-road engine rule (a.k.a. the snowmobile 
rule), and the off-road diesel rule. 25 

Requiring an alternative analysis by the agency could be a valuable exercise if 
it were done with the intention of providing a more balanced range of information 
to policy-makers. Such an effort would be directed to correcting the existing biases 
of CBA, in this case the underestimation of benefits. There are many ways in which 
OIRA could direct its efforts to correcting these biases, as has been suggested in 
prior comments submitted to OIRA by NRDC and others. 

Unfortunately, the Bush OIRA made no attempt to produce a set of techniques 
or alternative analyses that would have the effect of raising estimates of benefits 
by reducing built-in biases. In fact, OIRA does not even attempt to provide a sym- 
metrical pair of alternative analyses, one that reduces the estimate of benefits in 
the way OIRA would prefer and one that raises estimates of benefits by correcting 
anti-benefit biases. Either of these approaches would produce a more complete range 
of benefit estimates for policy-makers to consider than the Bush OIRA’s alternative 
approach by itself. Of course, the best approach is to simply correct the bias toward 
underestimation without including OIRA’s new analysis, and therefore provide the 
most honest set of numbers to be used by policy-makers. 

In the alternative analysis advocated by OIRA, EPA used three principal steps 
to lower its own original benefit estimate. In each instance, the approach in the 
original analysis is a far more reliable calculator of benefits than the alternative 
analysis. We can see how this process will work over time by going through the al- 
ternative analysis in the EPA air pollution proposals step-by-step. 

In the first step of both the standard and the alternative analysis, EPA estimates 
the value of reducing the risk of fatalities in terms of statistical lives. For the stand- 
ard analysis, this estimate is based on 26 studies, 21 of which are labor market/ 
wage-risk studies and five of which are contingent valuation studies. The alter- 
native analysis, however, only based its estimate on the contingent valuation stud- 
ies, reducing the VSL almost in half from $6.1 million to $3.7 million. The second 
step in the alternative analysis adjusts the VSL estimate even further downward 
based on the fact that many of the people saved by the rule would be elderly, drop- 
ping the value to $2.3 million for seniors. The last step shifted the entire analysis 
from a VSL to a VSLY analysis, which in its worst case scenario can ultimately end 
up with a valuation of $130,000. 

One could also argue that there is no real harm in leaving these alternative anal- 
yses and their techniques on the books, since EPA could always ultimately rely on 
its main analysis. However, the whole purpose of these alternative analyses is to 
put benefit calculations step-by-step on a downward path in part by creating uncer- 
tainty about the results of the main analysis. In addition, it makes no sense to 
waste staff time and resources performing unhelpful and misleading analyses. 
Therefore, NRDC has asked that the Obama OMB remove the use of these alter- 
native practices from use and the record of analysis. Indeed, the Bush OMB appar- 
ently no longer considered its alternative analysis to be the “alternative,” but rather 
equal or more reliable from their point of view. Proof of this attitude can be seen 
in the 2003 OMB Annual Report to Congress in the section explaining OMB’s meth- 
od for summing up the cost and benefits of regulations. 26 In most cases, OMB sim- 
ply accepted the calculations submitted by the agency. However, in the case of EPA 


25 For references in this section see: EPA, Technical Addendum : Methodologies for the Benefit 
Analysis of the Clear Skies Initiative ( September 2002 ); and EPA, Final Regulatory Support Doc- 
ument, Final Rule for Cleaner Large Industrial Spark-Ignition Engines, Recreational Marine 
Diesel Engines, and Recreational Vehicles, 67 FR 217 (November 8, 2002). 

26 See supra note 9. 
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estimates concerning air pollution benefits OMB created a new lower figure for the 
range of estimates using its new technique for lowering the value of life. 27 

Thus we can see how the regulatory review procedures adopted by the Bush Ad- 
ministration were meant to set the stage for a more far reaching undermining of 
environmental protection in general and air pollution controls in particular. It would 
start by using the Bush OMB alternative analysis to lower benefits and then to 
argue there is uncertainty about the regulations. Next, the regulation may be sub- 
jected to a formal uncertainty analysis for which there would be insufficient data. 
Then, the agency’s rule would be delayed until more data are collected, perhaps end- 
lessly. The approach is an unbalanced trap even for rules that are quite beneficial, 
with weaker environmental protections one of the results. 

IV. ACTION IN THE FACE OF UNCERTAINTY 

Because of the inherent biases of CBA, it is a defective tool to use in decision- 
making on the environment. Regulations that are based on health or technology 
standards are much more reasonable and effective approaches on which to rely for 
decision-making. 

One of the reasons opponents of regulatory protections often argue for the use of 
CBA as the decisional criteria in rule-makings is because of its extensive and at 
times oppressive requirements for information. The CBA technique lends itself read- 
ily to the endless argument that more information is needed or that scientific under- 
standing is imperfect. Special interests often try to commandeer the risk assessment 
process to create an impenetrable labyrinth of procedures or political atmosphere of 
uncertainty. Ultimately the success of the system requires that opponents of regula- 
tion not be allowed to relentlessly demand an unobtainable level of knowledge as 
a precondition for action. 

a. Too Little Precaution, Too Much Time 

The desire to have a high degree of certainty in regulatory decision-making prior 
to taking action builds an overly conservative presumption into the system that is 
very deep. This presumption is not necessarily reasonable on the face of it. It would 
be admittedly expensive and inefficient for society to endure a regulatory burden 
that was not supported by sufficiently positive results. Yet it could also be expensive 
and inefficient for society not to adopt a level of regulation sufficient to reap all of 
the positive results potentially available. After all, pollution externalities for exam- 
ple impose a huge and inefficient cost on society in terms of public health and eco- 
logical effects, some of which can be irreversible. 

Judging from the information provided in past OMB reports on the costs and ben- 
efits of regulations, we seem to be in little danger of erring on the side of too much 
environmental regulation, given the extremely high ratio of benefits to costs that 
have resulted from existing social regulations. Indeed, the conservative presumption 
of the system has most likely denied society the benefits that would accompany ad- 
ditional, well-designed regulations to address social externalities like environmental 
degradation. 

One of the principal ways in which the excessively biased nature of the system 
can be partially offset is through the use of precaution in regulatory policy. The con- 
cept of precaution recognizes that knowledge is never perfect, and yet there is often 
a need to take action before certainty is complete. Precaution introduces into this 
decision-making process the common sense notion that in some matters it is better 
to be safe than sorry. The precautionary principle is a statement of the fact that 
regulatory policy needs to explicitly incorporate a measure of precaution into the de- 
cision-making structure in order to reduce risk to society, since that structure left 
to itself is much more likely to have too little precaution and too much risk. 

Another EOP office, the Council on Environmental Quality (CEQ), published a 
ground-breaking monograph on the subject of risk analysis in 1989, Risk Analysis: 
A Guide to Principles and Methods for Analyzing Health and Environmental 


27 In the report, OMB notes that it has revised the benefits from reductions in nitrogen oxide 
{“NOx”) emissions to reflect a range of estimates from these recent EPA analyses. It then ac- 
knowledges: “Because of the importance of this endpoint and the considerable uncertainty 
among economists and policy-makers as to the appropriate way to value reductions in mortality 
risks, EPA has developed alternative estimates for its ‘Clear Skies’ legislation that show the po- 
tential importance of some of the underlying assumptions .... OMB has used this analysis to 
identify an alternative estimate of the benefits from NOx reductions, ... a difference in the 
estimates of roughly a factor of five.” This is a huge reduction in the estimated level of benefits, 
stated under the guise of uncertainty and submitted to Congress as if it is a figure that should 
be considered with equal merit as the one relied on by the agency. 
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Risks. 28 In that publication, CEQ catalogued a long list of different “dimensions” of 
risk, showing how different the nature of risk can be in different situations. These 
dimensional traits include severity, potential for catastrophe, reversibility, impact 
on future generations, voluntariness, and controllability. This catalogue shows that 
it is not sufficient to focus simply on generic ways that precaution may be used in 
risk assessment and management; rather it is necessary to start with an under- 
standing of the different kinds of risk that need to be assessed or managed, and 
then separately analyze the way in which precaution applies in each case. 

The failure to appreciate that a one-size-fits-all approach to risk assessment and 
management does not work well is one of the main ways in which risk policy goes 
wrong. The Office of Science and Technology Policy (OSTP), yet another EOP office 
historically active on risk management issues, noted in a 1995 white paper: “[Elach 
law establishes somewhat different criteria for making risk management decisions. 
The extent to which such an analysis is permissible or productive in light of statu- 
tory provisions must influence a decision to undertake a risk assessment. There are 
advantages to having some degree of consistency in the statutory provisions that 
guide risk reduction activities in the Federal Government .... However, the spe- 
cific methods to be used in evaluating risks are best developed in agencies on a stat- 
ute-by-statute basis so that the analytical approach is appropriate to the types of 
risks addressed.” 

Indeed, the Executive Office of the President (EOP), which includes OMB, CEQ, 
and OSTP, generally lacks legal power to dictate risk-based decision-making to the 
agencies. In most cases, such policy is properly rooted instead in the statutory re- 
quirements of different agencies. When courts assess whether an agency has acted 
lawfully, primary consideration is given to whether Congress has already expressed 
the answer regarding the decision-making criteria through legislation. Agencies in- 
terpret this as a mandate to regulate in protection of the public health — even when 
there is less than absolute certainty as to the probability that a given harm will 
occur. 

Congress and agencies must constantly consider how much precaution to use in 
regulation. Moreover Congress typically has remedied ineffective health and safety 
statutes by increasing the amount of precaution in a statute. From decades of trial 
and error, we have learned two important lessons: regulation that accommodates 
uncertainty succeeds, and regulation dependent upon absolute proof of risk or a 
rigid cost-benefit test fails to protect the public sensibly. 

Congressional mandates to protect health in the face of uncertainty have been 
consistently upheld in the Supreme Court. In both the Lead Industries Association 
and American Trucking decisions, the Court held that the executive may not deviate 
from the degree of public health protection mandated by congress when imple- 
menting a regulation. 

b. Case Studies 

Many legitimate opportunities to protect public health and safety are hampered 
by the requirements of too much proof of harm, too much balancing of environ- 
mental risks with “other factors,” and too little requisite precaution. Examples in- 
clude the regulation of hazardous air pollutants, lead and other toxics. Based on 
these case studies, one can see that the alternative to reasonable regulation ends 
up as inaction, delay, and irreparable harm to the public health and the environ- 
ment. 

As a result of this harsh history lesson, Congress has routinely mandated by stat- 
ute the standard required for agencies to act under a particular law. Courts have 
consistently held that a margin of safety adequate to the task of protecting the pub- 
lic health as prescribed by Congress is one that enables an agency to regulate with- 
out meeting an unreasonable threshold of certainty. 30 


28 Council On Environmental Quality, Risk Analysis: A Guide to Principles and Methods for 
Analyzing Health and Environmental Risks, 1989, pp. 10-11. 

29 See Office of Science and Technology Policy, Science, Risk, and Public Policy, March 1995, 
p. 7. 

30 Examples of Legislated Standards in Environmental Statutes: 

Clean Air Act 

§ 108 requires NAAQS for pollutants with “an adverse effect on public health or welfare,” mean- 
ing proof of actual harm before agency action may be taken. Ethyl. Corp v. EPA, 541 F.2d 1, 
14 (D.C. Cir. 1976) (Wright, J.) In other words, demonstration of an effect is required; but dem- 
onstrating the certainty of the effect is not, as the Ethyl case described below proves. The min- 
imum level of certainty required to regulate a chemical was established by the Supreme Court 
in the so-called Benzene decision. Industrial Union Department, AFL-CIO v. American Petro- 
leum Institute, 448 U.S. 607 (1980). The Court held that a mere showing of harm is insufficient 
cause to regulate a chemical, that the agency, in this case OSHA, must first demonstrate “sig- 
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In this section, NRDC gives examples as case studies on how to and how not to 
regulate social risks. 

1. Air Toxics: Congress Learns Its Lesson 

Before the 1990 amendments to the Clean Air Act, EPA was charged by Congress 
with creating National Emission Standards for Hazardous Air Pollutants 
(NESHAPs) for the air pollutants listed within the Toxic Release Inventory. Due to 
the uncertainty about the amount of toxic exposure required to produce harm, EPA 
assumed the exposure standard to be zero. But EPA was highly reluctant to justify 
action regarding a zero risk exposure based on risk analysis. As of 1990, only eight 
of 650 toxic materials had been successfully regulated — this despite reams of data 
supporting their toxicities. With an unreasonable burden of proof put in place re- 
garding certainty, NESHAPs was a plain failure in practice. 

As a result of the agencies’ inability to meet its congressional mandate, Congress 
was compelled to act. Congress took notice of the slow rate of progress, identified 
the inability to regulate in the face of uncertainty as the problem, and instead man- 
dated toxic standards be generated using technology-forcing requirements. Since the 
1990 amendments, 46 air toxics standards have been set for 82 different types of 
major industrial sources. 

The NESHAPs story ends with a happy ending: Congress realized that more ac- 
tion was necessary and responded appropriately. But note that once again it was 
beyond the scope of EPA (or, for that matter, OMB) to alter the degree of precaution 
mandated by the statute — only Congress could alter the legislated level of risk and 
uncertainty. 

2. Lead: When Agencies Resist Precautionary Regulation 

In contrast, neither Congress nor executive agencies were able to regulate envi- 
ronmental exposures to lead before nearly a century of debilitating exposure had 
taken its toll. The use of lead in gasoline is therefore the single best example of the 
need for government regulation in the face of uncertainty. 31 


nificant” risk, and then demonstrate that the proposed alternative would cause a significant risk 
reduction. 

Whitman u. American Trucking Associations, 531 U.S. 437, 465 (2001) (Scalia, J.): “The lan- 
guage, as one scholar has noted, “is absolute.” D. Currie, Air Pollution: Federal Law and Anal- 
ysis 4-15 (1981). The EPA, “based on” the information about health effects contained in the 
technical “criteria” documents compiled under § 108(a)(2), 42 U.S.C. § 7408(a)(2), is to identify 
the maximum airborne concentration of a pollutant that the public health can tolerate, decrease 
the concentration to provide an “adequate” margin of safety, and set the standard at that level.” 
“Did Congress pass the Clean Air and Clean Water Acts out of concern that pollution hurts the 
economy, or out of a fundamental concern for the health of the citizenry?” Rancho Viejo v. Nor- 
ton, 2003 WL 1699326 (2003) (Garland, J.). 

See also: 

§ 109(b)(1) (codified at 42 USC §7409): “National primary ambient air quality standards . . . 
the attainment and maintenance of which in the judgment of the Administrator, based on such 
criteria and allowing an adequate margin of safety, are requisite to protect the public health.” 
§ 109(b)(2): “Any national secondary ambient air quality standard . . . shall specify a level of 
air quality the attainment and maintenance of which ... is requisite to protect the public wel- 
fare from any known or anticipated adverse effects associated with the presence of such air pol- 
lutant in the ambient air.” 

Occupational Safety and Health Act § 6(b)(5): requires agency to “set the standard which 
most adequately assures, to the extent feasible, on the basis of the best available evidence, that 
no employee will suffer any impairment of health.” 

Industrial Union Dept., AFL-CIO v. American Petroleum Institute, 448 U.S. 607, 646 (1980): 
“Congress was concerned, not with absolute safety, but with the elimination of significant 
harm.” 

Safe Drinking Water Act 

§300g-l(b)(4)(A): “Each maximum contaminant level goal established under this subsection 
shall be set at the level at which no known or anticipated adverse effects on the health of per- 
sons occur and which allows an adequate margin of safety. 

Natural Resources Defense Council, Inc. v. E.P.A., 824 F.2d 1211, 1216 (D.C. Cir. 1987): “The 
Drinking Water Act, by contrast, directs the Administrator to establish a recommended level for 
“each contaminant which, in his judgment . . . may have any adverse effect on the health of 
persons.” 42 U.S.C. § 300g-l(b)(l)(B) (emphasis added). This language is inconsistent with a re- 
quirement that the Administrator make a threshold finding of significant risk.” 

31 Background on lead in gasoline taken from Peter Montague, Precautionary Action Not 
Taken: Corporate Structure And the Case Study of Tetraethyl Lead In the U.S.A., in Carolyn 
Raffensperger and Joel Tickner, Eds., Protecting Public Health and the Environment: Imple- 
menting the Precautionary Principle, at pp. 294-303 (Washington, D.C.: Island Press, 1999). 
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Lead in gasoline was hazardous from the get-go: within a year of first producing 
leaded gasoline in 1923, eighty percent of workers at DuPont’s New Jersey factory 
were poisoned, resulting in more than three hundred cases of death or severe nerve 
damage. Although lead production was temporarily halted in 1925 due to over- 
whelming opposition from the scientific community, production of lead gasoline re- 
sumed the following year after the Surgeon General declined to restrict its use, cit- 
ing the need for more definite proof. 

A half-century later, even after lead was regulated as a hazardous fuel additive 
because lead was “reasonably anticipated to endanger the public health or welfare,” 
EPA nevertheless resisted classifying lead as an air pollutant until NRDC success- 
fully sued to compel its phase-out. 32 Now, lead is accepted by the agency as a sig- 
nificant environmental threat, including especially to the health of children. 

Regulation of lead provided the watershed legal challenge to uncertainty in envi- 
ronmental regulation. This challenge culminated in two separate appeals by the 
lead industry to the D.C. Circuit, each attempting to require EPA to provide more 
definite causality before lead could be regulated. 33 

In Ethyl Corp. v. EPA, Judge Skelly Wright warned that effective regulation 
would be “impossible” if courts demanded a “rigorous step-by-step proof of cause and 
effect.” As a result, agencies may now regulate in the face of uncertainty if they use 
“available evidence to make rational assessments” concerning potential risks. 34 The 
threshold question was NOT what quantity of lead caused the harm, nor what per- 
centage of that quantity was from gasoline, but whether the lead posed a “signifi- 
cant risk of harm” to the public health. 35 

The requirement to follow statutory mandates for precautionary regulation found 
further support in Lead Industries Association v. EPA. 36 Here, Judge Wright again 
agreed with EPA that setting a standard under the Clean Air Act with “an absence 
of adverse effects” does not require showing that “the effects on which the standards 
are clearly harmful or clearly adverse” (emphasis in original). 37 

3. Toxics: Failing to Protect Public Health 

In theory, the Toxic Substances Control Act (“TSCA”) authorizes the EPA to ob- 
tain information on the risks of industrial chemicals and to regulate usage of those 
chemicals that the agency determines present an unreasonable risk to public health 
and safety. However, EPA has yet to achieve either of these goals due to a severe 
lack of regulatory authority to carry out these tasks. There have been approximately 
83,000 chemicals currently listed in EPA’s TSCA inventory since its implementation 
in 1979. 38 About 21,000 of these chemicals are new to TSCA’s Chemical Substances 
Inventory since 1976. 39 Of these, 67 percent do not have any test data on file re- 
garding the safety and health effects of the chemical, and 85 percent do not have 
any data relating to the chemical’s effects on public health. EPA has used its au- 
thority to test chemicals for unreasonable risk less than 200 times due to the cum- 
bersome process of rule-making required to commence testing. 

While the agency has the authority to regulate chemicals under Section 6 of 
TSCA, the ‘unreasonable risk’ threshold that the agency must meet is extremely 
high. The cost-benefit analysis required to meet this standard is extensive, with sub- 
stantial evidence involved to justify regulation and withstand judicial review. As a 
result, EPA has only issued regulations to limit the use or production of five exist- 
ing chemicals to date out of 83,000. 4 ° This failure to regulate dangerous substances 
is most pronounced in EPA’s effort to regulate and ban asbestos, a known deadly 
chemical. In Corrosion Proof Fittings v. EPA, 41 the Court ruled that EPA did not 
have sufficient evidence to out-right ban the use of asbestos and therefore did not 
meet its burden in demonstrating that banning the substance was the least burden- 
some regulatory action. This was after ten years of data gathering by the agency. 42 


32 NRDC v. Train, 545 F.2d 320 (2d Cir. 1976). 

33 Ethyl Corp v. EPA, 541 F.2d 1 (D.C. Cir. 1976). 

34 Id., at 28. 

33 Id., at 7. 

36 Lead Industries Association v. EPA., 647 F.2d 1130 (D.C. Cir. 1980). 

37 Id., at 1153. 

38 GAO Report, Toxic Substances Control Reform, p. 3 (Feb. 26, 2009). 

39 Id, 

40 Id., at 10. 

41 947 F.2d 1201 (5th Cir. 1991). 

42 There is extensive independent research that demonstrates asbestos’s high toll on public 
health and safety. A Rand study estimated that the industry liability costs alone could reach 
$200 billion. The human costs are considerable. Between 1985 and 2009, 225,000 people are esti- 
mated to prematurely lose their lives due to asbestos-related cancers. 
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In order to remedy these shortcomings, a timetable should be established for all 
manufacturers to provide chemical data to EPA and other relevant agencies for 
proper risk assessment. What’s more, the burden of proof needs to be shifted so that 
chemical manufacturers are required to prove the safety of substances, rather than 
requiring EPA to prove a substance poses an unreasonable risk. Furthermore, the 
regulatory hurdles EPA faces before being able to take action to address unsafe sub- 
stances are too high, and must be lowered to allow EPA to protect public health and 
the environment from unsafe chemicals. 

V. DISTRIBUTIONAL CONSIDERATIONS, FAIRNESS AND FUTURE GEN- 
ERATIONS 

Science should play a critical role in reinforcing the Administration’s commitment 
to addressing distributional considerations, especially those that affect minorities, 
low-income populations, future generations and children. Such considerations are 
particularly important for environmental regulation. E.O. 12898, 43 adopted in 1994, 
directs each agency, to the greatest extent practicable and permitted by law, to 
make environmental justice part of their mission by identifying and addressing dis- 
proportionately high and adverse human health or environmental effects of their 
programs, policies, and activities on minority populations and low-income popu- 
lations in the United States. Unfortunately, despite the executive policy on environ- 
mental justice set forth in this order, it has not been implemented in any meaning- 
ful way in recent years. 

Under the Bush Administration, the EPA paid only superficial attention to the 
directive of E.O. 12898. For example, in promulgating regulations pursuant to the 
Clean Air Act, EPA frequently failed to undertake any actual analysis of environ- 
mental justice implications and typically just adopted one or two sentences, often 
boilerplate language, disavowing any distributional impact. 44 

In other cases, such as EPA’s 2006 rule-making for the National Emission Stand- 
ards for Organic Hazardous Air Pollutants from the Synthetic Organic Chemical 
Manufacturing Industry (also called the “HON Rule”), 45 EPA simply ignored signifi- 
cant evidence of environmental justice concerns. In that rule-making EPA opined: 
“The fact that low-income and minority citizens may represent a larger percentage 
of the population exposed to HON HAP emissions compared to their percentage 
within the overall U.S. population does not in itself indicate that there is an envi- 
ronmental justice concern.” 46 In declining to impose stricter emissions limitations 
on chemical manufacturing facilities — facilities that are heavily clustered alongside 
other industrial facilities in minority and lower-income communities such as New 
Orleans and the Houston Shipping Channel — EPA relied primarily on “consider- 
ation of the additional costs of further control.” 47 EPA’s decision to ignore scientific, 
health-based considerations and its attendant failure to adopt additional controls 
has left poor and minority communities located near the fence lines of chemical 
manufacturing facilities exposed to cancer risks 300 hundred times greater than the 
acceptable risk level identified by Congress for toxic air pollution. 48 The new Admin- 
istration should make a greater commitment, across all agencies, to comply with 
E.O. 12898 as well as principles of reasoned rule-making and sound science. 

Science should similarly be the animating force behind the Administration’s con- 
cern for the interests of future generations, including today’s children. Children face 
different and more severe health and safety risks than adults: 

“A growing body of scientific knowledge demonstrates that children may suffer 
disproportionately from environmental health risks and safety risks. These 
risks arise because: children’s neurological, immunological, digestive, and other 
bodily systems are still developing; children eat more food, drink more fluids, 
and breathe more air in proportion to their body weight than adults; children’s 


43 59 Fed. Reg. 7,629 (Feb. 16, 1994). 

44 See, e.g., “Prevention of Significant Deterioration, Non-attainment New Source Review, and 
Title V: Treatment of Certain Ethanol Production Facilities Under the ‘Major Emitting Facility’ 
Definition,” 72 Fed. Reg. 24,060, 24,077 (May 1, 2007). 

45 71 Fed. Reg. 76,603 (Dec. 21, 2006). 

46 EPA Response to Comments (EPA Doc. ID EPA-HQ-OAR-2005— 0475— 0164). 

47 Id. 

48 Section 112(f)(2)(A) of the Clean Air Act states that if, upon completion of an eight -year re- 
view, the existing MACT standards for a carcinogenic pollutant do not reduce lifetime cancer 
risks to less than one-in-one million, then EPA “shall promulgate standards” under § 112(f) for 
sources emitting that pollutant. 42 U.S.C. § 7412(f)(2)(A). EPA’s risk analysis found that haz- 
ardous organic emissions from one facility resulted in a lifetime cancer risk of 340-in-one mil- 
lion. SOCMI Residual Risk Assessment (EPA Doc. ID EPA-HQ-OAR-2005— 0475— 0108) at A— 
15, N-3, N-4. 
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size and weight may diminish their protection from standard safety features; 
and children’s behavior patterns may make them more susceptible to accidents 
because they are less able to protect themselves.” 49 

With respect to environmental and safety regulations, an existing E.O. 50 provides 
some guidance. E.O. 13045 declares that “each federal agency: (a) shall make it a 
high priority to identify and assess environmental health risks and safety risks that 
may disproportionately affect children; and (b) shall ensure that its policies, pro- 
grams, activities, and standards address disproportionate risks to children that re- 
sult from environmental health risks or safety risks.” 51 For regulatory actions that 
are “economically significant,” as defined under E.O. 12866, and that pertain to an 
environmental health or safety risk that an agency has reason to believe may have 
a disproportionate effect on children: 

“the issuing agency shall provide to OIRA the following information developed 
as part of the agency’s decision-making process, unless prohibited by law: (a) 
an evaluation of the environmental health or safety effects of the planned regu- 
lation on children; and (b) an explanation of why the planned regulation is pref- 
erable to other potentially effective and reasonably feasible alternatives consid- 
ered by the agency.” 52 

Unfortunately, in the same way that agencies have failed in recent years to ac- 
count fully for the impacts of regulatory action and inaction upon minority and low- 
income communities, during the Bush Administration they likewise failed to account 
for the unique vulnerability of children. 53 For example, EPA has previously denied 
that E.O. 13045 applies to its rule-makings by arguing that a rule does not pose 
special risk to children, despite contradictory evidence. 54 In light of such recent fail- 
ures, there is a pressing need for the new Administration to make a greater commit- 
ment to the scientific procedures and decision-making guidelines outlined in E.O. 
13045. 

VI. TRANSPARENCY AND OTHER PROCESS IMPROVEMENTS 

NRDC also strongly supports the principles of transparency and disclosure in gov- 
ernment. They provide an essential guarantee to the public that decision-making is 
being conducted through the proper channels and informs the public of the true 
basis of government actions. Executive branch input on proposed agency regulations 
should be included in the administrative record for judicial review of final agency 
rules, except where prohibited by law. Because such input is considered by the agen- 
cy decision-maker, it is properly considered part of the “whole record” for judicial 
review pursuant to the Administrative Procedure Act, 5 U.S.C. § 706. 

Under historic and ongoing OIRA practices, OIRA desk officers and other officials 
exercise outsized influence over agency rule-makings and other activities that either 
never become transparent to the public, or become transparent in rare cir- 
cumstances where a statute (like the Clean Air Act, see CAA 307(d)(4)(B)(ii)) re- 
quires OIRA written comments to be disclosed. Even in those latter circumstances, 
however, the OIRA influence and comments (on proposed or final rules) are made 
public only when a proposed or final rule is signed, severely limiting and under- 
mining the public’s ability to learn about the OIRA influence in a timely and effec- 
tive fashion. 

Under the prior Administration, OIRA even managed to circumvent the minimal 
transparency safeguards built into the rare statute like the Clean Air Act that re- 
quired documentation of OMB written comments. The surreptitious nature of this 
conduct makes it difficult to prove, which is precisely the problem, but plenty of reli- 
able if anecdotal information exists of such practices. Rather than provide written 
comments on EPA rule-makings to the agency, OIRA would insist that their com- 
ments be accepted on phone calls or during in-person meetings. In at least one situ- 
ation OIRA staff reportedly insisted that an EPA political appointee transcribe writ- 
ten edits and notes on a draft Clean Air Act rule-making during a phone call. It 
is impossible to see these steps as anything other than circumvention of statutory 


49 E.O. 13045, 62 Fed. Reg. 19,885 (Apr. 23, 1997). 

so Id. 

31 Id.. 

52 Id:, Section 5, 62 Fed. Reg 19,887. 

53 Id-., Section 5, 62 Fed. Reg 19,887. 

54 See, e.g., HON Rule, 71 Fed. Reg. at 76,613. In the HON Rule, EPA found that the rule 
did not present a disproportionate risk to children despite the agency’s admission that some of 
the chemicals of concern regulated by the rule are potentially carcinogenic by a mutagenic mode 
of action, necessarily a concern for children. 
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transparency requirements. These are precisely the types of practices that we have 
urged this Administration to abandon. 

Another objectionable practice by OIRA in the recent past involved an informal, 
pre-review “review” process, in which OIRA staff pressured EPA officials to adopt 
OIRA-preferred provisions even before the rule entered the official review. The ad- 
verse consequences of this procedure were that (1) OIRA could maintain that it did 
not make changes during the formal OMB review process (they had already been 
made); (2) any OIRA staff written comments made during the pre-review period 
were not included in the administrative rule-making records or the certified record 
for judicial review, meaning there was no transparency or accountability to the pub- 
lic; and (3) OIRA staff did not consider themselves bound by the deadlines governing 
OMB’s formal review, and these informal reviews sometimes led to rules or pro- 
posals being delayed for far longer than the formal review period deadlines would 
have allowed. 

These practices permit OIRA staff to exert hidden and potentially undue influence 
over EPA rules during these informal review periods and delay important public 
health and environmental measures. These informal reviews sometimes led OMB’s 
subsequent formal reviews to be mere formalities that lasted no more than a few 
days after the formal review began; the real work and influence had been accom- 
plished during the improper informal reviews, during which OIRA had already won 
the changes to the rules it was seeking, so the formal review amounted to rubber 
stamping a pre-negotiated outcome. 

Under the prior Administration, OMB would routinely engage in informal reviews 
of EPA rules — quaintly dubbed “consultations” — outside of the strictures and dead- 
lines provided under E.O. 12866. In some cases, these informal OIRA “consulta- 
tions” delayed the EPA rule far beyond the time period provided for under the exec- 
utive order, delaying the rule’s important health benefits. For example, EPA’s rule 
governing “PM2.5 De Minimis Emission Levels for General Conformity Applica- 
bility,” EPA-HQOAR-2004-0491, underwent an informal OIRA consultation for 
over six months before the rule was re-submitted to OIRA for formal review under 
E.O. 12866 on July 6, 2006, OMB completed its formal Executive order review on 
July 7, 2006, making quite clear that the formal review process was a charade and 
OMB had effectively substituted a drawn out, unaccountable, non-transparent, and 
informal “consultation” for the formal review process and strictures. 

It is also worth noting that a significant number of the rules subject to informal 
OIRA “consultation” fell well below the $100 million threshold in E.O. 12866. In- 
deed, it is our understanding that OIRA has long insisted on reviewing every EPA 
MACT rule, regardless of whether those rules met the quantitative or qualitative 
significance criteria in E.O. 12866. 

Then there are the numerous instances in which OIRA simply granted itself 
lengthy and nearly open-ended extensions to formally review EPA rules. See, e.g., 
EPA-HQOAR-2005-0163 (EPA rule-making proposal sent to OMB for formal re- 
view on August 18, 2006, OMB review formally extended on November 16, 2006, 
and OMB review completed on April 19, 2007). In addition, there are examples of 
OIRA conducting lengthy informal “consultations,” followed by lengthy extensions of 
its formal review period. See, e.g., EPA-HQ-OAR-2001-0004 (EPX rule provided to 
OIRA for informal “consultation” on April 11, 2005, submitted for formal review on 
September 8, 2006, formal review extended on December 7, 2006, and OMB formal 
review completed on February 28, 2007); see also EPA-HQ-OAR-0173. 

These documented abuses just cover EPA rules adopted under the Clean Air Act, 
but we have every reason to believe these same abuses have been practiced by OMB 
with respect to other EPA rule-makings and actions carried out by other federal 
agencies. We have urged OMB to abandon these abuses of Executive Order 12866, 
and to adopt new practices that will provide the expected timely and formal review 
of agency rules — without resorting to non-transparent and abused informal con- 
sultations. 

In general terms OMB should establish written, publicly available performance 
requirements and milestones for OIRA review of agency actions to ensure efficient 
and timely completion of duties, and there should be an accountability mechanism 
to ensure that OIRA meets these performance standards. More specifically, these 
performance requirements should include the following: 

• Provide all comments on draft rule-making proposals and draft final rules 
and other agency actions (e.g., guidance) in writing, and make those writings 
available to the public in real time either on the OMB web site or in the pub- 
licly available electronic rule-making record for the underlying agency ac- 
tion(s); 
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• Avoid to the greatest extent possible oral comments on draft proposals and 
final rules and other actions that could be seen as an attempt to circumvent 
the written comment condition above or “fingerprinting” requirements in stat- 
utes like the Clean Air Act ; 

• Allow officials only at the branch chief level or higher to take actions that 
have the effect of delaying or blocking the agency action past the formal re- 
view period, and then only by making written comments on draft proposals 
and final rules and other actions. This would remedy or lessen the potential 
for abuse in which OIRA desk officers exercise effective veto power over agen- 
cy actions by refusing to release those actions. 

• Make the comments and identities of all agencies and departments during the 
interagency review process on a given agency’s rule, publicly available and 
available to the agency in question in real time. This will provide greater in- 
formation to the public policy process and offer greater accountability for all 
of the parties involved. 

• Hew to the review deadlines in the Executive Order, and only seek extensions 
where strictly necessary. If and when the formal OMB review period expires, 
there should be a presumption that OMB review is complete unless formal 
written objections are lodged at the branch chief level or above, and those 
written objections are again made available in real time to the agency and 
the public. If OMB does need to seek an extension, there should be only one 
such extension and it should be of limited, specified duration. Both of these 
conditions are needed to reform the current practices which can unjustifiably 
hold up agency actions by allowing OIRA to either fail to provide written rea- 
sons for refusing to release an agency action, or grant itself open-ended exten- 
sions. 

• Establish an appeals process in situations in which OMB objections to an 
agency action may be appealed by the agency. This appeal process should be 
less draconian than the current process calling for elevation to the Vice Presi- 
dent’s office, since that process discourages appeals and creates undue lever- 
age on the part of OMB. As part of this alternative it could be helpful to in- 
volve formally other EOP offices with special expertise and responsibility over 
the subjects and source of disagreement, e.g., the Council for Environmental 
Quality for disputes between OMB and EPA and the other environmental and 
natural resource agencies. 

• Finally, we have urged OIRA to provide better detailed summaries of its 
meetings with outside stakeholders, whomever they might be, rather than the 
cursory meeting summaries that OIRA currently provides, in which the meet- 
ing participants are listed along with only the briefest mention of the subject 
of the meeting. Members of the public (or fellow agencies for that matter) 
would benefit from a more meaningful explication of the discussion of issues 
affecting them. 

CONCLUSION 

Thank you again for the opportunity to testify before the Subcommittee. We look 
forward to working with the Subcommittee and Full Committee, as well as the Ad- 
ministration, to ensure that efforts to protect public health and the environment 
based upon agency expertise are successful. I would be happy to answer any ques- 
tions you may have. 
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Prior to his service in the Executive Branch, Mr. Warren worked as a legislative 
aide in the U.S. House of Representatives for six years, first for the Science, Space, 
and Technology Committee, and then for the Energy and Commerce Committee. As 
a legislative aide, he worked on a range of Congressional issues including the Clean 
Air Act Amendments of 1990 and the Energy Policy Act of 1992. Before that, Mr. 
Warren worked as an energy and environment analyst for the Northeast-Midwest 
Institute, a policy center advising Members of Congress on issues of regional impor- 
tance. 

Mr. Warren received a B.A. and double honors in Economics and History from 
Wake Forest University in 1976 and attended graduate school in Political Science 
at the University of Chicago. 

Chair Miller. Thank you Mr. Warren. 

Dr. Coglianese. 

STATEMENT OF DR. CARY COGLIANESE, ASSOCIATE DEAN 

FOR ACADEMIC AFFAIRS, EDWARD B. SHILS PROFESSOR OF 

LAW, PROFESSOR OF POLITICAL SCIENCE; DIRECTOR, PENN 

PROGRAM ON REGULATION, UNIVERSITY OF PENNSYLVANIA 

Dr. Coglianese. Thank you very much, Chair Miller, Ranking 
Member Broun and other Members of the Subcommittee. I am 
pleased to be here and I would like to talk in my remarks about 
the relationship between science and regulatory policy and specifi- 
cally about what science can and what science cannot do when it 
comes to justifying good regulatory policy. 

Now, regulatory policy — good regulatory policy solves problems, 
it aims to solve problems, and to do that and do it well, regulatory 
decision-makers need to understand the problems that they are 
aiming to solve as well as be able to assess how different solutions 
to that problem might fare against decision-making criteria that 
are applicable. And to understand both the problems and the rel- 
ative strengths and weaknesses of different solutions, regulators 
need to rely on science, and by that, I mean the systematic inquiry 
about how the world works. That is needed to help us understand 
what is causing problems. If we don’t understand that, it is harder 
to solve them. Science can help in identifying possible solutions. If 
there are multiple causes of a problem, then science can lead pol- 
icy-makers to think about different solutions aimed at the different 
causal pathways. And of course, science can also be very important 
in assessing the impacts or projecting the likely impacts of dif- 
ferent policy options. 

So, science plays an important and vital role in regulatory policy, 
but it cannot do everything. First, it cannot provide the criteria for 
decision-making. Science explains the world. It provides assess- 
ments of empirical reality of what is, but doesn’t provide normative 
judgments, doesn’t help tell us how to balance between different 
criteria, whether they might be effectiveness, efficiency, equity or 
other policy considerations. 

So science describes. It does not prescribe. However, sometimes 
regulatory agencies tend to blur that distinction and sometimes 
purport to make decisions where science has told us to go. “We 
have listened to the science. We are doing what science tells us to 
do.” When they are doing that, they are making a claim that just 
conceptually can’t be sustained. 

In 1996, the National Research Council explained in a report 
that “science alone can never be an adequate basis for a risk deci- 
sion because decisions are ultimately public policy choices.” A legal 
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scholar, Wendy Wagner, has sometimes referred to the over- 
emphasis on science as a science charade. I have in my own re- 
search chronicled in detail the EPA’s rule-makings in the 1990s 
and they have done it again in 2006, revising air quality standards 
and claiming to have done so because that is where science has led 
them. Science again is important, but it is not, and shouldn’t be 
used as, a cloak for policy decision-making because in doing so the 
public is not aware of the real reasons justifying the fundamental 
policy choices. So in addition, sometimes the lack of transparency 
about the fundamental policy choices being made and the reasoning 
behind them could lead agencies to make inconsistent or sub-opti- 
mal decisions. 

Congress has some options to try to address this problem of a 
science charade. They could take a look at various laws that create 
incentives for agencies to claim science is doing more than it can 
do. They could also look at legislative requirements to compel agen- 
cies to clearly demarcate what science is telling them and what the 
public policy reasoning is. 

Many observers have rightfully called for enhancing the sound- 
ness of the scientific basis of agency decision-making, but just as 
there is always room for improving the quality of the science that 
regulatory agencies repair to, there are also opportunities to en- 
hance the quality of agencies’ policy reasoning, especially in those 
instances where agencies misleadingly suggest that science has de- 
termined their decisions. 

[The prepared statement of Dr. Coglianese follows:] 

Prepared Statement of Cary Coglianese 

Mr. Chairman, Ranking Member Broun, and Members of the Subcommittee, I am 
pleased to appear before you today to discuss the role of science in setting regu- 
latory standards. In my testimony, I will seek to offer some conceptual clarity about 
the contribution of science to the making of regulatory policy, explaining what 
science can and cannot be expected to accomplish in regulatory decision-making. 

Good regulation aims to — and does — solve problems . 1 Making sound decisions 
about regulation therefore calls for an understanding of the problem a regulator 
seeks to solve. What is the scope and severity of the problem? Is the problem grow- 
ing worse? What are the causes of the problem? These kinds of questions call for 
accurate and relevant information about the current state of the world as well as 
evidence confirming theories about cause-effect relationships. 

In addition to understanding the problem, regulatory decision-making calls for a 
consideration of solutions . 2 What are the possible ways the problem might be solved 
(or at least the situation improved)? Against which criteria ought alternative solu- 
tions be judged (including the option of doing nothing)? How does each alternative 
fare when assessed against the chosen criteria? On the basis of answers to these 
kinds of questions, the regulator can make an informed decision about what ought 
to be done — namely, whether to regulate and, if so, exactly how to do so. 

To understand problems and their potential solutions, regulatory decision-making 
depends on science in several ways. By science, I mean, in general terms, systematic 
inquiry aimed at generating evidence about and explanations of how the world oper- 
ates . 3 Science is needed, first, to measure, track, and explain the cause of prob- 
lems — although importantly it does not tell us why something is properly considered 
a problem in the first place. Second, by helping understand what causes a problem, 


ijohn Braithwaite, Cary Coglianese, and David Levi-Faur, “Can Regulation and Governance 
Make a Difference?” Regulation & Governance 1: 1, 4 (2007). 

2 For treatments of policy decision-making, see David Weimer & Aidan R. Vining, Policy Anal- 
ysis: Concepts and Practice (4th ed. 2004), and Eugene Bardach, A Practical Guide for Policy 
Analysis: The Eightfold Path to More Effective Problem Solving (2008). 

3 The Supreme Court has defined science as “"a process for proposing and refining theoretical 
explanations about the world.” Daubert v. Merrel-l Dow Pharmaceuticals, Inc., 509 U.S. 579, 590 
(1993). 
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science may help inform the process of generating ideas about possible solutions — 
namely interventions that address different causal pathways to the problem. Fi- 
nally, science can also quite usefully inform assessments of how different solutions 
will fare in terms of at least certain types of policy criteria. For example, scientific 
knowledge about swine flu viruses is clearly essential in assessing the effectiveness 
in preventing disease transmission of alternative solutions like washing hands 
versus avoiding pork products. 

Science cannot, though, tell a regulator which criteria should be used to evaluate 
possible alternatives, nor how to balance or make trade-offs between different cri- 
teria, whether effectiveness, efficiency, equity, or other policy considerations. Science 
also cannot make or direct the ultimate choice about what solution should be se- 
lected from the alternatives considered. The ultimate choice of whether, how, and 
how stringently to regulate is a normative or policy judgment: “Science describes; 
it does not prescribe.” 4 

Regulators may sometimes be justified to take action before scientists can con- 
clude that they understand well a problem’s causes or can predict with a high de- 
gree of confidence how all possible solutions might fare. At other times, scientists 
may be able to specify the contours surrounding a problem with a great deal of con- 
fidence, but regulators may nevertheless be justified to allow that problem to per- 
sist — if other weightier (or at least equally weighty) policy considerations so dictate. 
Solving one problem could, after all, only create other problems. In the context of 
regulatory policy, science’s role — or what President Barack Obama in his Inaugura- 
tion Address called its “rightful place” — is to provide a necessary but not sufficient 
input into policy decisions. 

Members of the scientific community have long emphasized the need to clarify the 
role science can and cannot play. As early as 1983, in its well-known Red Book re- 
port, the National Research Council (NRC) called for maintaining a clear conceptual 
distinction between scientific judgments and policy judgments in risk regulation. 
The NRC distinguished between risk assessment, which it considered to encompass 
predominantly scientific analysis, and risk management, which it said entails con- 
sideration of “political, social, economic, and engineering information ... to select 
the appropriate regulatory response.” 5 In another report issued in 1996, the NRC 
explained still more bluntly that “science alone can never be an adequate basis for 
a risk decision” because such “decisions are, ultimately, public policy choices.” 6 

Regulatory agencies have not always acknowledged that their decisions are ulti- 
mately policy choices, albeit ones informed by science. Legal scholar Wendy Wagner 
has characterized as pervasive a practice she has called the “science charade,” with 
regulators confronting “multiple political, legal, and institutional incentives to cloak 
policy judgments in the garb of science.” 7 Professor Gary Marchant and I have 
chronicled in detail one such charade undertaken by the U.S. Environmental Protec- 
tion Agency (EPA), when it amended its major ambient air quality standards for 
ozone and particulate matter in the late 1990s. 8 In explaining its amendments, the 
EPA Administrator at the time made repeated claims to the effect that “science 
must prevail in determining the level of protection the public will be guaranteed.” 9 
When the EPA revised its particulate standard nearly a decade later, in 2006, the 
agency again exaggerated the role of science, arguing that it “based this decision 
on an assessment of a significantly expanded body of scientific information” and 
“[tlhe assessment concluded that the standard should be strengthened.” 10 Yet 
science is about understanding or predicting what is, not about concluding or justi- 
fying what a standard should be. 

Policy decisions can be based on a variety of principles. For example, in the realm 
of environmental or health and safety regulation, agencies can set standards that 


4 Cary Coglianese & Gary Marchant, “Shifting Sands: The Limits of Science in Setting Risk 
Standards,” University of Pennsylvania Law Review 152: 1255, 1274 (2004). 

5 National Research Council, National Academy of Sciences, Risk Assessment in the Federal 
Government: Managing the Process 18-19 (1983). 

6 National Research Council, Understanding Risk: Informing Decisions in a Democratic Society 
26(1996). 

7 Wendy E. Wagner, “The Science Charade in Toxic Risk Regulation,” Columbia Law Review 
95: 1613, 1650-51 (1995). See also Thomas O. McGarity & Wendy E. Wagner, Bending Science: 
How Special Interests Corrupt Public Health Research 21 (2008) (“In today’s legal climate, 
science has become the most respected and therefore the most powerful influence on domestic 
health and environmental policy-making.”). 

8 Coglianese & Marchant, supra note 4. 

9 Id. at 1273 (quoting then-Administrator Carol Browner). 

10 EPA, Fact Sheet Final Revisions to the National Ambient Air Quality Standards For Par- 
ticle Pollution (Particulate Matter), http://www.epa.gov/airlparticlepollution/pdfs/ 
20060921 -factsheet.pdf (Sept. 21, 2006) (last accesses 4/28/09). 
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seek to: (1) eliminate all unacceptable risks (the acceptable risk principle), (2) elimi- 
nate risk until the costs of doing so reach an unacceptable level (the feasibility prin- 
ciple), or (3) balance the benefits and costs of risk reduction (the efficiency or cost- 
benefit principle). Each of these principles deserves their own justification. 11 But the 
point here is that despite the availability of these and other policy principles, regu- 
latory agencies like EPA face incentives and constraints that at times lead them to 
retreat behind a false veil of science. 

One such constraint takes the form of authorizing statutes that preclude or dis- 
courage agencies from relying on meaningful policy principles. For example, the 
courts and EPA have interpreted Section 109 of the Clean Air Act to prevent the 
agency from considering costs in setting ambient air quality standards — so instead 
the agency purports to rely on science to set a standard at a level that is “not lower 
or higher than is necessary” to protect public health. 12 EPA must cloak its air qual- 
ity standard-setting in the “garb of science,” without being able to provide a coher- 
ent policy justification for why it selects particular standards at the levels it does 
(and not at levels lower or higher). 13 

When regulators purport to rely on science as the sole basis for their policy 
choices, the real reasons justifying their choices remain hidden from public view. 
For example, when EPA rejected the most stringent proposed standards in its ozone 
and particulate rule-makings, citizens never received an adequate policy explanation 
for why the agency effectively decided to tolerate some residual, known health ef- 
fects. Nor did citizens receive a coherent policy reason for why, in rejecting the least 
stringent option, the agency effectively accepted potential joh losses or increases in 
citizens’ utility bills owing to compliance costs. 14 

In addition to detracting from transparency and accountability, when agencies ex- 
aggerate the role of science they may create other perverse effects. Wendy Wagner 
and Rena Steinzor have suggested that “[tlhe more emphasis that regulators place 
on science, the greater the affected parties’ incentives to do what they can to control 
its content and production” — which on Wagner and Steinzor’s account includes the 
veritable harassment of independent scientists by organized interests that do not 
like the scientists’ findings. 15 More globally, in terms of public policy outcomes, if 
agencies avoid confronting the policy choices inherent in making regulation, they 
may be much more likely to make inconsistent or sub-optimal decisions. 16 

Legislators have options to consider that could reduce agencies’ incentives to re- 
treat behind science. Congress could reconsider and rewrite statutory provisions 
that the courts have construed in a way that effectively forces agencies into mis- 
representing the role of science, such as with Section 109 of the Clean Air Act. It 
could consider options for enhancing oversight of policy reasoning by the White 
House Office of Information and Regulatory Affairs or the courts, or it could impose 
requirements or make requests of its own that agencies clearly demarcate the role 
science has played in their decisions and the role played by policy reasoning. 

Many observers of the regulatory process have properly sought to enhance “sound 
science” in agency decision-making — or to avoid what is variously considered “junk 
science” 17 or “bent science.” 18 But just as there is always room for improving the 
quality of the science that regulatory agencies must necessarily and properly rely 
upon, there are also opportunities to enhance the quality of agencies’ policy rea- 
soning, especially in those instances where they misleadingly suggest that science 
has determined their decisions. 
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Chair Miller. Ms. Steinzor. 

STATEMENT OF MS. RENA STEINZOR, JACOB A. FRANCE RE- 
SEARCH PROFESSOR OF LAW, UNIVERSITY OF MARYLAND 

SCHOOL OF LAW 

Ms. Steinzor. Thank you, Chair Miller and Members of the Sub- 
committee. 

My testimony today makes three crucial points. First, the Obama 
Administration and Congress should define a new mission for the 
regulatory czar and his staff at OIRA. The American people need 
more, not less, regulation on every front, from mortgage lending to 
workplace hazards. The regulatory czar’s mission should be to res- 
cue struggling regulatory agencies by helping them to obtain more 
resources and stronger legal authority. 

Second, I could not agree more with Rick Melberth’s point that 
OIRA should stop reviewing individual regulatory proposals. 

Third, OIRA must stay out of science policy. As you said, Mr. 
Chair, OIRA is a small office comprised of approximately 40 to 50 
professionals, the vast majority of whom are economists. OIRA is 
not competent to propose science policy in the regulatory arena and 
should abandon this role. 

Regulatory reform has long been code for the unfounded allega- 
tion that agencies have run amok and are galloping across the tun- 
dra regulating without common sense at an unaffordable cost to in- 
dustry. That charge is no more credible than the allegations made 
shortly before the current economic crisis that an overweening Se- 
curities and Exchange Commission was thwarting financial institu- 
tions from bringing prosperity to the world. Rather than chiding 
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regulators for their alleged excesses, OIRA should be helping agen- 
cies like the Consumer Products Safety Commission, the EPA, the 
Food and Drug Administration, the National Highway Traffic Safe- 
ty Administration and the Occupational Safety and Health Admin- 
istration to produce smarter, better government. These agencies 
are responsible for the air we breathe and the water we drink. 
They police hazards in the workplace, the sale of dangerous prod- 
ucts, the purity of our food and the safety of our drugs over the 
counter and prescription, and yet all together these agencies ac- 
count for less than .8 percent of the total federal budget. In con- 
stant dollars, their budgets are the same as they were in mid- 
1980s. OIRA must use its influence to rescue these agencies by en- 
suring that they have adequate resources, political support and 
legal authority to take decisive and timely actions against real 
threats from smog to peanut butter, from toppling cranes to lead- 
coated toys. 

Under John Graham, OIRA embarked on two fundamentally mis- 
guided projects to change the way regulatory science is analyzed 
and used. The first involved the peer review of studies used by fed- 
eral agencies to make decisions and the second, tried to mandate 
a one-size-fits-all risk assessment policy for the entire government. 
The documents were so poorly informed and extreme that they pro- 
voked a backlash of opposition from the scientific community, the 
public interest community and this committee. Given this unfortu- 
nate track record, OIRA under the Obama Administration must 
confine its supervision of government to areas within its expertise, 
leaving to experts such as White House Science Policy Advisor 
John Holdren the difficult job of restoring the independence and in- 
tegrity of science throughout the government. 

When Barack Obama ran for President, he defined the role of 
government as helping people when they cannot help themselves. 
He said we don’t need bigger government or smaller government, 
we need better government, we need a more competent govern- 
ment, we need a government that upholds the values we hold in 
common as Americans. To deliver real change, OIRA must embrace 
this mandate and not the false premise that its most important 
mission is to prevent regulatory agencies from intervening with 
business. Thank you. 

[The prepared statement of Ms. Steinzor follows:] 

Prepared Statement of Rena Steinzor 

Mr. Chairman, and Members of the Subcommittee, thank you for inviting me to 
testify today. This hearing could not be more timely because the Senate hearing for 
Cass Sunstein, President Obama’s choice to serve as “regulatory czar,” will be held 
very soon and because the President has directed the Office of Management and 
Budget’s (OMB) Office of Information and Regulatory Affairs (OIRA) to rewrite Ex- 
ecutive Order 12866, which governs the structure of regulatory review. Mr. 
Sunstein’s predecessor, John Graham, used OIRA to expand control over regulatory 
policy to an unprecedented extent, delivering a body blow to the effectiveness of the 
Nation’s regulatory system in the name of “reforming” it. Consistent with President 
Obama’s strong plurality in what the pundits call a “change election,” Mr. Graham’s 
discredited and destructive approach must be rejected and the role of regulatory 
czar must be fundamentally redefined. 

My testimony today makes three crucial points: 

1. The Obama Administration and Congress should define a new mis- 
sion for the regulatory czar. The term “regulatory reform” has become a 
shorthand reference to the assertion that regulatory agencies — especially in 
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the health and safety arena and most especially with respect to the Environ- 
mental Protection Agency (EPA) — must have a heavy net thrown over them 
to contain their excessive rules and overzealous staff. This approach was 
never a good idea and, in any event, is outmoded. The American people need 
more, not less regulation on every front, from mortgage lending to workplace 
hazards. The regulatory czar’s mission should be to rescue struggling regu- 
latory agencies by helping them to obtain more resources and stronger legal 
authority. 

2. OIRA should stop reviewing individual regulatory proposals. Empir- 
ical studies reveal that OIRA has served for well over 30 years as a killing 
ground for protective regulations. Except during the Clinton Administration, 
OIRA’s threat to target any given regulatory proposal has chilled the devel- 
opment of strong and effective regulation. OIRA has plenty of work to do for- 
mulating regulatory policy and should leave the drafting of individual rule 
regulatory impact analyses and the making of final decisions to agency ex- 
perts, supervised by Obama political appointees. 

3. OIRA must stay out of science policy. OIRA is a small office, comprised 
of approximately 40-50 professionals, the vast majority of whom are econo- 
mists. During the Graham era of kingdom-building, five or six of these posi- 
tions were set aside to hire scientists, who proceeded to propose radical 
changes in the way research would be used to make regulatory policy. OIRA 
is not competent to propose science policy in the regulatory arena and. should 
abandon this role. 

A New Mission for the Regulatory Czar and OIRA 

Regulatory Killing Ground 

The Reagan Administration introduced the requirement — continued by all subse- 
quent presidents — that agencies must produce a cost-benefit analysis for every “sig- 
nificant rule,” a term of art meaning requirements imposing more than $100 million 
in compliance costs. President Reagan and his successors also prohibited agencies 
from proposing or adopting rules until they are approved by economists at OIRA. 
This requirement gives this small office an unwarranted choke-hold over regulatory 
decisions. 

Cost-benefit analyses are designed to provide a quantified — or numerical — esti- 
mate of both the potential costs and benefits of a proposed rule. Potential costs in- 
clude whatever money companies will be compelled to spend to implement the rem- 
edies proposed in the rule, such as installation of pollution control equipment or ob- 
taining and enforcing the use of hard hats and respirators for workers dealing with 
hazardous conditions or materials. When a rule requires the use of an emerging 
technology, prices fall as the market expands, lowering compliance costs. But these 
dynamics are ignored and compliance costs are routinely overstated by industries 
opposing the new rules, and agencies do a poor job of critically evaluating such 
claims. 

Potential benefits of a regulatory proposal include the harm that will be avoided 
if the regulation is implemented. Economists also insist on quantifying these bene- 
fits in monetary terms, an ostensibly straightforward approach that causes huge 
problems in practice. “Monetizing” human suffering or the irrevocable loss of nat- 
ural resources is controversial from an ethical perspective. And much of the harm 
addressed by health and safety regulation is very difficult to reduce to numbers. An 
equally important problem is that the economists also insist on treating these fig- 
ures as if they were any other kind of financial investments. People expect to re- 
ceive a “return” on investments of money that increase the value of the initial 
amount over time. In essence, people get paid for allowing others — the banks or the 
government — to use their money. The economists argue that if someone who is ex- 
posed to a hazardous chemical today will not die of cancer for 25 more years, the 
value of the life saved by a regulatory intervention should be quantified as if it was 
such an investment. So the question becomes how much money would we need to 
invest today, at a rate of return of either three or seven percent (numbers specified 
by OIRA), to come up with $6.8 million (a common estimate of the value of saving 
one life) in 30 years. This practice is known as “discounting.” 

Because cost-benefit number-crunching deals with such uncertainty, these anal- 
yses can run to hundreds of pages of complex, dense, and highly technical data, pro- 
jections, modeling, and mathematical formulas that deter any but the most deter- 
mined stakeholders from challenging these analytical bottom lines. As troubling, 
distilling the series of arbitrary assumptions that underlie such calculations into a 
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small set of numbers leaves a misleading impression of objectivity when, in fact, 
such analyses are notoriously susceptible to manipulation, making them ideal useful 
political cover for decisions to weaken regulations. 

Although this point is rejected by cost-benefit enthusiasts, retrospective examina- 
tions of regulatory decision-making shows that the primary impact of such analyses 
is to weaken the protection of health, safety, and the environment, not strengthen 
it. Professor David Driesen undertook a comprehensive review of studies and reports 
documenting the impact of OIRA review, concluding that the process slowed and re- 
duced the stringency of environmental, safety, and health regulation in “dozens of 
cases.” David M. Driesen, “Is Cost-Benefit Neutral?,” University of Colorado Law 
Review 77 (2006): 335, 355. He examined 25 rules identified by a Government Ac- 
countability Office (GAO) study as significantly affected by OIRA review in 2001- 
2002. GAO-03-929, RULEMAKING: OMB’s Role in Reviews of Agencies Draft Rules 
and the Transparency of Those Reviews (2003). He found that the OMB’s rec- 
ommended changes would have reduced regulatory protections with respect to 24, 
while the remaining change was neutral. 

In a similar vein, Professors Lisa Bressman and Michael Vandenbergh inter- 
viewed 35 top EPA political appointees during the first Bush and Clinton Adminis- 
trations. Lisa Schultz Bressman & Michael P. Vandenbergh, “Inside the Administra- 
tive State: A Critical Look at the Practice of Presidential Control,” Michigan Law 
Review 105 (2006): 47, 50, 75. These respondents said that the OIRA review “regu- 
larly skews rule-making in a deregulatory direction” and that OIRA staff use “cost- 
benefit analysis to impose its own normative preference for deregulation.” Professor 
Steven Croley’s work substantiates these conclusions. Steven Croley, “White House 
Review of Agency Rulemaking: An Empirical Investigation,” University of Chicago 
Law Review 70 (2003): 821, 877. 

Lastly, Professors Lisa Heinzerling and Frank Ackerman applied traditional cost- 
benefit analysis to three regulatory decisions made in the 1960’s and 1970’s that are 
widely regarded today as unqualified successes. Frank Ackerman & Lisa 
Heinzerling, “Applying Cost-Benefit to Past Decisions: Was Environmental Protec- 
tion Ever a Good Idea?,” Admin. L. Rev. 57 (2005): 155. They concluded that the 
use of this methodology would have resulted in the reversal of all three decisions: 
lead would have stayed in gasoline instead of being removed; the Grand Canyon 
would have been dammed to generate hydroelectric power; and workers would have 
experienced uncontrolled exposure to vinyl chloride. 

OIRA is staffed by approximately 40-50 economists who cannot possibly review 
every regulatory proposal thoroughly. Nevertheless, the threat of OlRA review is 
deeply disruptive of rule-making. Because agencies do not know which cost-benefit 
analysis economists may find objectionable, they must gird up for battle over each 
regulation they are developing. These elaborate preparations, and the subsequent 
fights that do break out between OIRA and agency staff, slow rule-making substan- 
tially. 

Acute Regulatory Dysfunction 

As the studies I just mentioned demonstrate, beginning with the first Reagan Ad- 
ministration, OIRA has served mainly to suppress and delay regulation thought to 
be excessive. This focus is hardly appropriate for the challenges confronting today’s 
regulatory system. The allegation that these agencies have run amok, and are gal- 
loping across the tundra regulating without common sense and at an unaffordable 
cost to industry is no more credible than the argument made shortly before the cur- 
rent economic crisis an overweening Securities and Exchange Commission was 
thwarting financial institutions from bringing prosperity to the world. Instead, like 
the SEC, regulatory agencies covering the full spectrum of safety, health, environ- 
mental and financial protection of Americans are in a frighteningly dysfunctional 
state that threatens the well-being of every American. 

The place to start in rescuing this failed system is to announce a fundamental 
re-orientation of the OIRA. Rather than chiding regulators for their alleged ex- 
cesses, the OIRA should be helping agencies like the Consumer Product Safety Com- 
mission (CPSC), the Environmental Protection Agency (EPA), the Food and Drug 
Administration (FDA), the National Highway Traffic Safety Administration 
(NHTSA), and the Occupational Safety and Health Administration (OSHA) to 
produce smarter, better government. Rescuing these agencies by giving them ade- 
quate resources to fulfill their statutory mandates, helping them to develop strong, 
proactive agendas, and ensuring that they receive enhanced legal authority to take 
decisive action should be the top priorities for the regulatory czar and his OIRA 
staff. 

This re-orientation of roles is urgent, as illustrated by the acute and dangerous 
regulatory dysfunction that makes headlines every day. These incidents inflict real 
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injury. They occur because these five agencies lack the resources and the political 
will to carry out their vitally important statutory missions effectively. The ranks of 
the civil service are decimated. The agencies are overburdened by mischievous Bush 
Administration “midnight regulations” and illegal regulatory decisions now under 
challenge in the courts. Congress has not reviewed or refreshed many of their au- 
thorizing statutes in at least two decades. Their budget resources are a fraction of 
what they need to fulfill mandates made infinitely more complex by the importation 
of foreign products, food, and pollution. 

In 2007, for example, CPSC oversaw the recall of millions of consumer products, 
including Chinese-made toys that were slathered in lead paint and children’s art 
sets that included little beads containing gamma hydroxybutyric acid (GHB), a pow- 
erful substance commonly referred to as the “date rape drug. Some toddlers who 
gummed or swallowed the beads had seizures and went into comas. As the media 
reacted to these events, it became clear that 80 percent of the toys sold in America 
are imported from abroad, primarily from China, which has no meaningful health 
and safety regulation. The CPSC fields only 15 inspectors to screen such imports. 
Just last month, Time Magazine broke a story about the import of Chinese dry wall 
laced with sulfurous chemicals and used in thousands of homes in Florida, Texas, 
Louisiana, and other states. Homeowners and renters who could not afford to live 
anywhere else were exposed to fumes that caused severe adverse health effects from 
headaches to respiratory failure. The CPSC was mentioned as an after-thought in 
most news accounts, with state officials desperate to find a way to stop the imports 
and extract an explanation from manufacturers. Congress wrote the Consumer 
Product Safety Improvement Act in response to such scandals, but these new man- 
dates remain underfunded and the statute never came to grips with the implications 
of dangerous imports, instead asking the agency to report back on its recommenda- 
tions for change in three years. 

A few weeks ago, GAO issued a report warning that EPA’s capacity to deal with 
new climate change regulations was fundamentally compromised. GAO also moved 
EPA’s ineffective regulation of toxic chemicals to its list of highest priority problems 
for government overall. As explained in a landmark series published by the Phila- 
delphia Inquirer, Bush-era Clean Air Act regulations dealing with conventional pol- 
lutants were routinely overturned by judicial panels that ironically included the 
most conservative Bush appointees, indicating how far the Agency has strayed from 
implementing the laws as Congress intended. See “Smoke and Mirrors: The Subver- 
sion of EPA,” http: / 1 www.philly.com / inquirer /front-page 1 20081207 -An -Eroding 
-Mission -at -EPA.html. Regulation of mercury is in limbo, at least 15 years over- 
due. The Bush Administration OMB persuaded the President to overturn the advice 
of EPA’s senior political appointees recommending a more stringent standard for 
ozone pollution, one that EPA’s top scientists said was absolutely necessary to limit 
damage to crops, forests, and other natural resources. Clean Water Act protections 
are mired in a “no win” debate between point and non-point sources, with federal 
and state regulators lacking the fundamental tools they need to bring non-point pol- 
lution under control. The EPA’s Integrated Risk Information System (IRIS) lacks in- 
halation values — the highest levels of airborne toxics that can be tolerated without 
adverse health effects — for many common hazardous air pollutants, and without 
these values, effective regulation is impossible. EPA has years of work ahead of it 
to correct these mistakes. 

The FDA is struggling to come to grips with the resource imbalances and other 
problems that produced the Vioxx scandal and related failures to protect the public. 
It must completely revamp its efforts to police adverse effects in approved drugs. 
Its overall reputation and the morale of its staff suffered a body blow during its con- 
sideration of whether Plan B should be sold over-the-counter. All of these problems 
will require careful and sustained attention if we are to have any hope of restoring 
scientific integrity and independence to FDA new and existing drug oversight. Re- 
cent revelations regarding the apparently criminal conduct of a peanut processing 
company with facilities in Georgia and Texas reveal gaping holes in the food safety 
protection net. The company shipped SalmofieMa-contaminated products that 
sickened 20,000 and caused nine deaths, provoking a recall that cost billions of dol- 
lars. 

NHTSA has yet to deal effectively with the safety problems posed by Sport Utility 
Vehicles. Although these hazards are to some extent alleviated by the decreasing 
popularity of such vehicles, the economic downturn and falling price of petroleum 
products may well blunt these trends. As Bush appointee Jeffrey Runge, a medical 
doctor who was NHTSA Administrator during President George W. Bush’s first 
term, told The New York Times, “The theory that I’m going to protect myself and 
my family even if it costs other people’s lives has been the operative incentive for 
the design of these new vehicles, and that’s just wrong.” The same article described 
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the research of Michelle White, an economist at the University of California, San 
Diego, whose calculations show that each accident where an SUV driver remains 
unhurt means four fatalities for the smaller car’s occupants, pedestrians, bicyclists, 
and motorcyclists. Danny Hakim, “A Regulator Takes Aim at Hazards of S.U.V.s,” 
New York Times, December 22, 2002, late edition, sec. 3. 

OSHA is equally paralyzed on the regulatory front. As just one headline-grabbing 
example, the existing standard for crane safety has not been updated since 1971. 
OSHA staff prepared a consensus standard to update these requirements, but it has 
been stuck in the Secretary’s office for many years. Beryllium, an extraordinarily 
toxic metal used in a variety of industrial applications, is regulated under a 1949 
OSHA standard that is ten times less protective than the standard that applies to 
workers in facilities controlled by the Department of Energy, which updated its own 
protections in 1999. In fact, OSHA has issued only two new standards to control 
chemical exposures in the workplace over the last ten years. Descriptions of condi- 
tions in meat and poultry packing plans by GAO and a superb series of reports in 
the Charlotte Observer are hair-raising. GAO-05-96, Workplace Safety and Health: 
Safety in the Meat and Poultry Industry, While Improving, Could be Further 
Strengthened; Charlotte Observer, “The Cruelest Cuts, The human cost of bringing 
poultry to your table,” http : // www.charlotteobserver.com / poultry / . Yet this dan- 
gerous industry remains largely unregulated because OSHA lacks both the political 
will and the resources to attempt credible deterrence-based enforcement. 

Solutions 

OMB should revamp its Performance Assessment and Ratings Tool to focus 
on funding gaps. 

Rather than view the primary job of a “regulatory czar” as stopping excessive reg- 
ulation, Cass Sunstein and his OIRA staff should define as revamping the regu- 
latory system to ensure that agencies are able to fulfill their regulatory missions 
in a vigorous, timely, effective, and wise manner. One critical place to start is for 
OMB to revamp its Performance Assessment Rating Tool (PART) used to audit the 
effectiveness of individual government programs to serve a much more crucial func- 
tion: undertaking an analysis of the resource gap between how much it would cost 
to implement all of an agency’ statutory mandates and the agency’s individual budg- 
ets. Consider the following charts, tracking the budgets of the five health and safety 
agencies in constant dollars since they were created through 2006: 


Figure 1 

EPA Inflation-adjusted Budget Authority (1970-2007) 
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Figure 2 

Inflation-adjusted Budget Authorities (1970-2008) 

*2.000 p 



As these figures illustrate, with the exception of FDA, which enjoyed moderate 
funding increases to accelerate its process for approving new drug applications, 
these figures show that none of the agencies have received significant increases in 
their budgets since roughly 1980, approximately a decade after they were created. 
The EPA budget level set in 1984, which remains roughly the same amount in con- 
stant dollars as it is today, preceded passage of a series of ambitious amendments 
to every major environmental law, including the 1990 Clean Air Act Amendments. 
During this time period: 

• The United States population grew 34 percent, from 227 million in 1981 to 
304 million in June 2008. 

• In 1975, the OSHA was responsible for policing 3.9 million workplaces, which 
employed 67.8 million workers; it had 2,405 inspectors to do the job. By 2006, 
the number of workplaces had grown to 8.7 million, worker population to 
133.8 million, and the number of OSHA inspectors had fallen to 2,165. 

• Between 1987 and 2006, the number of prescriptions filled in the United 
States came close to tripling, from 1.2 billion to 3.1 billion. 

• In 1980, 155,796,000 motor vehicles were registered in the United States. By 
2006, that number stood at 244,165,686. 

The President should suspend OIRA review of individual rules. 

A second crucial reform is to terminate OIRA’s responsibility for spot-checking in- 
dividual regulatory impact analyses. As explained above, this review is far from 
comprehensive because OIRA has such a small staff. Instead, under Republican 
presidents, the historical purpose of such reviews was to intimidate agencies into 
reducing the protectiveness of their own rules in anticipation of potential OIRA dis- 
approval. Apparently, these Administrations did not have confidence that their ap- 
pointees to head the agencies could exert enough control over career staffs to accom- 
plish presidential goals. Ironically, this fear that agency administrators would “go 
native” did not really materialize, especially under the Bush II Administration. Fur- 
thermore, all of the agencies have ample expertise to prepare such documents, 
under the supervision of political appointees who have expertise in the matter, and 
OIRA review is duplicative. 

Instead of bogging itself down in the micro-management of specific rule-making, 
OIRA should spend its time doing work that no other unit of government is set up 
to accomplish: 

• Resolving interagency disputes over cross-cutting policies. OIRA 

should play a central role in convening the principals of warring agencies to 
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resolve disputes over regulatory policy. In this role, OIRA must avoid the pit- 
fall of hauling one agency (e.g., EPA) before a panel of other agencies and de- 
partments that it is assigned to regulate (e.g., the military) to answer for its 
sins. Instead, OIRA should serve as a neutral broker, well-informed on the 
legal constraints, especially the requirements of agency statutory mandates 
that affect the resolution of the dispute, obtaining the assistance of Justice 
Department experts as necessary. 

• Conducting original research on cross-cutting regulatory issues. OIRA 

should spend a significant part of its time exploring important research topics 
of broad application. For example, as I mentioned earlier, limited research by 
academics shows that regulatory costs are chronically over-estimated by in- 
dustries attempting to avoid or weaken regulatory proposals. OIRA’s econo- 
mists, who have at their disposal considerable retrospective data on the gov- 
ernment’s experience with regulation, could assist greatly in the development 
of more reliable methodologies for such estimates. Other cross-cutting issues 
include the efficacy of deterrence-based enforcement, as opposed to compli- 
ance counseling and the development of more meaningful “accountability 
metrics” to ensure that agencies are performing their statutory missions effec- 
tively. 

OIRA and Science 

At various bitter moments in the past, the present, and — I fear — the future, the 
legal profession is subjected to impassioned attacks for attempting to dominate the 
Nation’s civic affairs. More than once, we have heard the accusation that a piece 
of legislation is a “lawyers’ full employment act” drafted for the primary purpose 
of making sure that we attorneys always have jobs meddling in other people’s af- 
fairs. Yet I am afraid that as appropriate as this taunt may be in certain contexts, 
another profession — namely, economists — has provided the legal profession with se- 
rious competition on the power-grabbing front. 

Under John Graham, OIRA embarked on two fundamentally misguided projects 
to change the way regulatory science is analyzed and used. The first involved the 
peer review of studies used by federal agencies to make such decisions. The second 
purported to announce a “one-size-fits-all” risk assessment policy for the entire gov- 
ernment. These proposals were drafted by a tiny group of scientists hired by 
Graham to expand his reach into science policy. The documents were so poorly in- 
formed and extreme that they provoked a backlash of opposition from the scientific 
community, the public interest community, and this Committee. A panel convened 
by the National Research Council condemned the risk assessment bulletin in no un- 
certain terms. National Research Council, Scientific Review of the Proposed Risk As- 
sessment Bulletin from the Office of Management and Budget, available at http:l I 
www.nap.edu / catalog.php?record-id=11811. In the end, OIRA was compelled to 
drastically revise the peer review bulletin, cutting back severely on its scope. It 
withdrew the risk assessment guidance. 

To give you some sense of these proposals, their flaws, and the trouble they 
caused, I have attached three documents to this testimony: a May 5, 2006 letter 
from Chairmen Bart Gordon, John Dingell, Henry Waxman, and James Oberstar to 
Ralph Cicerone, the President of the National Academy of Sciences regarding the 
risk assessment proposal; a May 23, 2006 article I wrote about the risk assessment 
proposal for Risk Policy Alert; and the Center for Progressive Reform’s December 
7, 2003 comments on the peer review proposal . 

Given this unfortunate track record, it is vitally important that OIRA under the 
Obama Administration confine its supervision of government to areas within its ex- 
pertise, leaving to experts such as White House science policy adviser John Holdren 
the difficult job of restoring the independence and integrity of regulatory and other 
science policy issues throughout the government. 

Conclusion 

When Barack Obama ran for president, he defined the role of government as help- 
ing people when they cannot help themselves: 

Now, understand, I don’t believe that government can or should try to solve all 
our problems. You don’t believe that either. But I do believe that government 
should do that which we cannot do for ourselves — protect us from harm; provide 
a decent education for all children — invest in new roads and new bridges, in 
new science and technology .. . . Look, if we want get through this crisis, we 
need to get beyond the old ideological debates and divides between the left and 
the right. We don’t need bigger government or smaller government. We need 
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better government. We need a more competent government. We need a govern- 
ment that upholds the values we hold in common as Americans. 

To deliver real change, OIRA must embrace this mandate, and not the false 
premise that its most important mission is to prevent regulatory agencies from 
interfering with business. 

The Center for Progressive Reform (CPR) is an organization of 60 academics from 
universities across the country specializing in the legal, economic, and scientific 
issues that surround federal regulation to protect public health, natural resources, 
and worker safety. One component of the Center’s mission is to circulate academic 
papers, studies, and other analyses that promote public policy based on the multiple 
social values that motivated the enactment of our nation’s health, safety and envi- 
ronmental laws. We seek to inform the public about scholarship that envisions gov- 
ernment as an arena where members of society choose and preserve their collective 
values. We reject the idea that government’s only function is to increase the eco- 
nomic efficiency of private markets. For more information, please see http :/ / 
progressivereform.org 

ATTACHMENTS: 

1. Congressional Letter to NAS President 

2. CPR Comments on Peer Review Proposal 
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Congress! of tfje QJnittb fttatea 
•Bjoust of BUprtSMtfatitttB 
SSasbinston, ®C 20515 

May 5, 2006 


Dr Ralph J. Cicerone 
President 

National Academy of Sciences 
500 5* Street, N W 
Washington. DC 20001 

Dear President Cicerone: 

We are writing in regard to the National Academy of Sciences’ (NAS) agreement to review the 
Office of Management and Budget's (OMB) Proposed Risk Assessment Bulletin (Proposed 
Bulletin). We are concerned that the description of NAS’ review does not Include important 
issues raised by the Proposed Bulletin. We urge NAS to define dearly the scope of its review, 
and either to expand the scope of its review or to articulate the issues raised by OMB’s 
Proposed Bulletin that NAS will not address. 

The Proposed Bulletin, which OMB issued on January 9, 2003, would direct agencies to comply 
with specified requirements when they evaluate risks to public health, safety, and the 
environment OMB contracted with NAS, Contract No 88-C-D3-031 , for an Ad Hoc Committee 
of the Board on Environmental Studies and Toxicology (Committee) to review OMB s Proposed 
Bulletin. 

OMB’s Proposed Risk Assessment Bulletin raises a number of scientific and technical Issues 
regarding risk assessments. NAS is a logical choice to address such issues in a substantive, 
constructive critique of the Proposed Bulletin, given the Academy's extensive experience 
reviewing specific risk assessments for federal agencies and past work summarizing risk 
assessment techniques and best practices, 

However, OMB's Proposed Bulletin also raises serious concerns about its effect on individual 
agencies' risk assessment practices, including whether it conflicts with statutory directives 
enacted by Congress. These and other important legal, policy, and budgetary questions would 
have to be considered in any comprehensive evaluation of OMB's Proposed Risk Assessment 
Bulletin. 

In light of these concerns, the scope of NAS' review Is very important. We are writing to inquire 
as to whether NAS is able and plans to address these concerns, and if not, to urge NAS to 
make clear In its final report the limited scope of its review If the Committee's review does not 
address the full range of issues raised by the Proposed Bulletin, the NAS review cannot be 
considered a comprehensive review of the Proposed Bulletin. 
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Charge and Scope of NAS Review 

OMB’s charge io the NAS and the Academy's proposal produced In response to this charge are 
ambiguous as to the scope of the Committee's review. It is Important that this ambiguity be 
resolved. 

NAS' Plan of Action indicates the Committee will conduct a "scientific review" of the Proposed 
Bulletin. This suggests that the Committee will confine its review to the scientific and technical 
aspects of the OMB proposal. However, the specific questions to be addressed by the 
Committee imply that consideration will be given to Issues that go beyond the scope of a 
scientific review. 

Indeed, it appears Impossible to provide a comprehensive answer to the questions without 
reaching beyond the scope of a scientific review. For reasons we will detail below, we believe 
consideration must be given to questions such as whether this guidance is necessary, and 
whether the imposition of a single set of rules for the performance of risk assessment across ail 
federal agencies is appropriate, 

A comprehensive review of the Proposed Bulletin must address at least the following issues 

1) The necessity of the Proposed Bulletin, given the risk assessment and review procedures 
already in place; 

2) Potential conflicts between the Proposed Bulletin's directives and existing statutory directives; 

3) The additional resources that would be needed for agencies to comply with the requirements 
of the Proposed Bulletin and the effect of these demands on agency operations; and 

4) The potential for politicization of science created by the establishment, oversight, and 
enforcement of requirements for scientific and technical analyses by a White House policy office 
with little scientific expertise. 

• What Is the precise scope of NAS' review? Will NAS address each of the issues listed 
above? 

In addition, it is unclear whether the NAS will address the fundamental question of whether the 
Bulletin should be finalized, or whether the NAS will only recommend improvements to the 
Proposed Bulletin 

The contract and the NAS proposal describing the review appear to assume that some form of 
this Bulletin should be finalized and that the only open questions are those pertaining to the 
specific guidance contained in the Bulletin. For example, in the Purpose, the charge states- 

“It Is recognized that a review by NAS would be beneficial and informative as 
OMB moves forward to revise and finalize the Bulletin .* (emphasis added) 

It appears that, under this charge, the Committee may offer additions to the guidance, but not 
consider whether the Proposed Bulletin should be withdrawn. This is emphasized in the 
description of the task, which states 
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"The NAS shall strive to develop a consensus report that contains advice for 
modifications to the Bulletin. . . The expert panel may add additional risk 
assessment issues that they determine to be of Importance." (emphasis added) 

Yet, In light of the Issues Identified In this letter, we believe that a complete evaluation must 
consider whether OMB should Issue a risk assessment bulletin of this kind. 

• Will the committee consider the threshold question of whether OMB should finalize and 
issue this Bulletin? 

Consistency wtth Congressional Intent and Existing Law 

The Introduction section of OMB's proposed Risk Assessment Bulletin provides a bnef 
description of risk assessment and some examples of the agencies that perform these 
analyses. The introduction also includes a description of the statutes cited as the legal basis for 
OMB's aulhority to issue the guidance, There is no mention, however, of the fact that agencies, 
particularly regulatory agencies, often perform risk assessments in accordance with specific 
statutes. We also note that the charge does not include legal expertise In the list of "Expertise 
Required," 

Our preliminary analysis of the OMB proposal indicates the analytical approach mandated in 
these guidelines represents a significant departure from approaches contained in the many 
statutes governing health, safety and the environment, and from statutory direction to federal 
agencies to protect human health, safety, and the environment. 

We note that although there have been legislative proposals in several Congresses to mandate 
government-wide criteria for the use of risk assessmen! and cost-benefit analyses, these bills 
have never been enacted. Instead, Congress has continued to use a statute-by-staiute 
approach to guide agencies’ use of these analytical tools and to set standards for health and 
environmental protection in the context of discrete Issues. OMB's Proposed Bulletin Is In 
conflict with the approach taken in existing law. 

The Proposed Bulletin appears to conflict with standard risk assessment practice by combining 
risk assessment and risk management analyses, and if appears to offer a risk management 
standard that differs considerably from numerous health, safety, and environmental statutes. 
The Proposed Bulletin also appears to require cost-benefit and comparative risk analyses to be 
performed in combination with risk assessments. Cost-benefit analyses are required to be done 
separately from risk assessments In a number of our health, safety, and environmental statutes, 
and requirements for comparative risk assessment represent a new analytical requirement that 
may be inappropriate for many of these statutes, 

• Will the Committee undertake an analysis of the degree to which OMB's proposal 
conflicts or Is inconsistent with existing Iaws7 

Existing Agency Risk Assessment and Review Procedures 

The ostensible goal of OMB's Proposed Bulletin Is to Improve the technical quality and 
objectivity of risk assessments prepared by federal agencies. To determine whether the 
Proposed Bulletin will achieve this goal requires much more than a technical analysis of the nsx 
assessment procedures contained In the Proposed Bulletin. Among other things, such a 
determination requires an evaluation of the adequacy of the existing risk assessment 
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procedures used by federal agencies. It also requires an evaluation of whether the uniform 
requirements imposed by the Proposed Bulletin would Improve current practices, either in some 
cases or across-the-board. 

For a comprehensive review, the Committee must consider the current baseline level of the 
■technical quality and objectivity" of risk assessments performed by federal agencies OMB's 
initiation of this Proposed Bulletin suggests there Is some deficiency with current federal risk 
assessment practices. However, OMB did not provide any evidence of systemic deficiencies in 
federal agencies' current risk assessment practices. We urge the Committee to be cleai in 
defining the baseline chosen as a basis for comparison and to evaluate carefully those baseline 
practices 

Agencies currently have numerous mechanisms for review of their risk assessments and other 
technical work products. Many agencies have one or more Science Advisory Committees made 
up of outside experts that review agency work, OMB currently mandates interagency reviews of 
risk assessments at its discretion and uses its authorities to review agency work products. 
Numerous NAS Committees have reviewed specific agency nsk assessments - some of which 
are underway at this time. When analyses are Incorporated into rulemaking procedures, mere 
are opportunities for further review and public comment. 

Agencies have traditionally had discretion to determine the type and scope of the risk 
assessments they need to undertake within the boundaries of their statutory directives and the 
purpose of the specific risk assessment. The imposition of a one-slze-fits-all set of 
requirements for conducting risk assessments, such as those in this Proposed Bulletin, erodes 
agency discretion to determine the most appropriate level and type of analysis. 

• Is the Committee going to consider all the existing procedures that agencies now use to 
ensure the technical quality of their risk assessments, Including the current OMB review 
procedures, and then identify what, If any, additional benefits OMB's Proposed Bulletin 
would provide? 

• Will the Committee consider the question of the appropriateness of a one-size-fits-all 
approach to risk assessment among agencies with very different missions, different 
scientific bases for analysis and testing, and different statutory directives? 

Agency Resources and Timeliness of Agency Action 

As procedures in the Proposed Bulletin are expected to require agencies to taka additional 
steps and devote additional time and resources to conducting risk assessments, we have 
concerns regarding the overall effects of such resource diversions and delays. 

It appears the Proposed Bulletin will create additional analytical requirements for agencies. To 
the extent tne requirements of the Proposed Bulletin differ from existing risk assessment 
procedures, the agencies will be required to include additional information and analyses to 
comply with OMB's Proposed Bulletin. An estimate of the degree to which the requirements of 
the Proposed Bulletin will increase analytical burdens on Ihe agencies will be possible only by a 
comparison between current agency risk assessment procedures and the requirements of the 
Proposed Bulletin 

The additional time required to comply with the procedures In the Bulletin also should be 
assessed As we noted eartier, agencies are required to submit their work to numerous reviews 


4 



74 


already, Agencies perform numerous analyses In the course of producing their risk 
assessments. They also produce cost-benefit analyses, regulatory impact analyses, small 
business impact analyses, and analyses on potential impacts of regulations on state and local 
governments. They perform these analyses in accordance with individual health, safety, and 
environmental statutes, as well as statutes and Executive Orders governing regulatory 
procedures of all agencies (e.g. the Paperwork Reduction Act, the Unfunded Mandates Reform 
Act the Regulatory Flexibility Act, E. O 12866, Btc.). 

Any additional requirements for analysis and review should produce a clear and substantial 
public benefit. This Proposed Bulletin should not become oover for dilatory tactics by special 
interests. Paralysis by analysis does not serve the interest of science or public policy. 

We are also concerned about the potential for this Proposed Bulletin to increase significantly the 
costs to the covered agencies. Agencies have limited staff and budgets. OMB has supplied no 
cost estimates for this proposal, and it appears unlikely that any additional resouroes would be 
provided to agencies to fulfill their obligations under the Proposed Bulletin. 

• Will the Committee assess the potential for and effects of increased costs and increased 
time to produce agency work products? 

OMB's Role and Influence on Science and the Rulemaking Process 

We assume the Committee will need to obtain information from the various federal agencies 
regarding their current risk assessment practices and whether OMB’s proposal directs them to 
perform nsk assessments in a manner that Is not compatible with their needs, that Is 
burdensome, or that is contrary to their statutory reaponslbllities- 

If so, we have serious reservations about the level of candor the Committee will hear given that 
it will be asking agencies to offer opinions and Information that might directly conflict with a 
policy proposal from the White House. We note this is not a problem unique to any individual 
Administration The nature of the relationship between the Office of Management and Budget 
and federal agencies does rrot foster candid evaluations by career agency employees of the 
policies proposed by the Administration. 

For example. Insido EPA recently reported that Dr. Nancy Beck, one of the pnncipal OMB 
authors of this Proposed Bulletin, Is now on detail to the Office of the Science Advisor, Dr. 
George Gray, at the Environmental Protection Agency (EPA). This example illustrates our 
concern This Office will play a key role in providing agency comments about the Proposed 
Bulletin. Dr. Gray, a recent political appointee to EPA, a former colleague of Dr. John Graham, 
and Dr. Graham's co-author on a number of articles on risk assessment (one of which is cited 
by OMB In the footnotes In the Proposed Bulletin) Is a proponent of the approach outlined In this 
Proposed Bulletin Dr. Gray's agreement to have one of the authors of the Proposed Bulletin 
from OMB on detail to his office during the time period when the comments are being prepared 
does not give us confidence that the comments provided by EPA will reflect the concerns of 
EPA career practitioners of risk assessment. 

The task of maintaining objectivity and delineating the boundary between science and policy is a 
difficult one. It is Important to have safeguards to protect the integrity of scientific and technical 
information from political interference. We have concerns that barriers between science and 
politics would be eroded by Involvement of a White House policy office In the establishment and 
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enforcement of criteria for the production of risk assessments and other scientific and technical 
work products by federal agendes. 

Congress authorized federal agendes to implement statutes in specific areas of public health, 
safety, and environmental protection. OMB review Is not required by any of these statutes. 
Technical expertise resides within the agencies, not within the Executive Office of the President- 
Agency actions are required by law to include public processes to ensure transparency OMB 
has no such mandate, and its Influence over agency actions is significant but poorly understood 
and documented.’ 

A review that seeks to determine whether OMB’s Proposed Bulletin would increase ob|ectivlty of 
nsk assessments must consider the fact that the Executive Office of the President, o( which 
OMB Is a part. Is first and foremost a policy office dedicated to implementing the polides of the 
President's Administration. As the Government Accountability Office (GAO) found in its 2003 
report, "The Office of Information and Regulatory Analysis (OIRA) Is part of the Executive Office 
of the President, and the President is OIRA's chief client. -1 OMB does not approach the review 
of agency work products from an unbiased perspective. 

• Will the Committee address the question of whether It is feasible and desirable to have 
risk assessment requirements issued, overseen, and enforced by a policy office with 
little scientific expertise and no public accountability? 

Conclusion 


At times, risk assessment can be a useful tool to assist the government in decision-making, It ia 
intended, however, to be a dedsion support tool, a means to the end of implementing laws 
ensuring public health, a safe workplace, a dean environment, functioning ecosystems, and 
robust engineered structures, among others. Agency cost and time to implement the Proposed 
Bulletin’s requirements must be considered in light of the goals and requirements Congress has 
set in these areas. The Proposed Bulletin is not in the public interest If it results In undue delay 
in achieving the goals Congress established in our laws for public health, environmental, ano 
workplace safety. 

We value the expertise the NAS brings to policy deliberations. The Committee's findings 
regarding the OMB Proposed Risk Assessment Bulletin will carry great weight in this policy 
debate. We urge the Committee to be as dear as possible about the scope of its deliberations 
and the specific issues Its review will and will not encompass. 


1 "Our review documented OIRA's direct tnfluenoe with regard to more than two duecn rules In which 11 suggested 
significant changes that were ultimately adopted by the rulemaking agencies. OIRA's prmence In the rulemaking 
P r »«a* m»y alio have ■ subtler, more indirect effocl on agencies' decision making— discouraging them from 
submitting rules that OIRA is unlikely to find acceptable and cnoouregrng them to make the case for the regulations 
that they do submit more carefully. However, the OIRA regulatory review process is not well understood or 
documented, and the effect that OIRA's reviews have on individual rules is ntrl always easy ro determine." P.l 10. 
General Accountability Office (GAO); “Rulemaking OMB'e role In Reviews of Agencies’ Oraft Rules and the 
Transparency of those Reviews." September 2003, GAO-03-929. 217pp. 

1 General Accountability Office (GAO): "Rulotnaking OMB's role In Reviews of Agencies' Draft Ruler and the 
Transparency of those Reviews." September 2003, GAO-03-929. 217pp. (page ! 10) 
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Thank you for your consideration and attention to these important issues. 



Committee on Science Committee on Energy and Commerce 



Ranking Member 
Committee on Government 
Reform 


L - 



ommittee on T ransportation and 
Infrastructure 
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December?, 2003 
Dr. Margo Schwab 

Office of Information and Regulatory Affaire 
Office of Management and Budget 
735 17 ,h Street. N W 

New Executive Office Bldg.. Room 10201 
Washington. D.C. 

Re: Proposed Bulletin on Peer Review and Information Quality 

Dear Dr. Schwab- 

OMB has proposed u Bulletin that would supplement existing procedures under the Information 
Quality Act (IQAi 1 by requiring peer review of regulatory information and by specifying the 
procedures under which that review would take place ' OMB has also proposed to become 
intimuicl) involved in the resolution of information quality complaints. ’ The >cope of matters 
covered Bulletin is overbroad and therefore exceeds OMB’s legal authority. For the same 
reasons, the Bulletin will result in duplicative and costly peer review. In its preoccupation with 
agency-lunded scientists, and its omission of comparable rules for industry scientists, the 
Bulletin will not accomplish the most important reform that could justify its issuance: ensuring 
dial peer review is balanced for bias and therefore is not dominated by regulated industries to the 
extent it is today. 

The Center for Progressive Regulation (CPR) appreciates the opportunity to comment on these 
proposals. CPR is an organization of academics specializing in the legal, economic, and 
scientific issues that surround health, safety, and environmental regulation As our website 
indicates, w w_u ■rnn»ressivere aulutii>n.oftf. CPR’s mission is to advance the public’s 
understanding of the issues addressed by the country's health, safety and environmental laws and 
to make the nation’s response to health, safety, and environmental threats as effective as 
possible The Center is committed to developing and sharing knowledge and in formation, with 
the ultimate aim of preserving the fundamental value of the life and health of human beings and 
the natural environment CPR circulates academic papers, studies, and other analyses that 


Sidney A. Shapiro 
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PROGRESSIVE REGULATION 


Treasury ami General Appropriations Act for Fiscal Year 2001 , Pub L. No 106, $515 (2<H>I ' 
- Proposed Bulletin on Pear Review and Informal. im Quality. 68 Fed Ree J4Q2J (2003V 
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promote public policy based on the mulliple social values that motivated the enactment of our 
nation's health, safely and environmental laws. CPR seeks to inform the public about scholarship 
that envisions government as an arena where members of society choose and preserve their 
collective values. We reject the idea that government's only function is to increase the economic 
efficiency of private markets. 

The Center also seeks to provoke debate on how the government's authority and resources may 
best be used to preserve collective values and to hold accountable those who ignore or trivialize 
them, We seek to inform the public about ideas to expand and strengthen public decision- 
making by facilitating the participation of groups representing the public interest that must 
struggle with limited information and access to technical expertise. 

Summary 

OMB proposes mandatory peer review even though the IQA says nothing about peer review and 
contains no directive that agencies must use it before disseminating information. Moreover. 
OMB proposes to require peer review even though Congress rejected legislation mandating 
similar peer review procedures just 3 few years ago.* in light of the lack of statutory authority 
for its proposal. OMB seeks to justify us peer review requirements by noting that scientists and 
government officials have recognized the importance of peer review in regulatory processes. 5 
There is a difference, however, between recognizing in the abstract that peer review can aid 
regulatory decision-making and developing specific proposals for making peer review useful. 
When OMB fills lit the details, it fails to limit peer review to circumstances where it is best 
utilized, and it does not provide for an accountable and balanced peer review process in those 
circumstances 

More specifically, CPR asks that OMB consider Ihe following objections to its proposal 

• OMB's assertion of jurisdiclion to require agencies to use peer review regarding the 
dissemination of information is doubtful. Even if OMB has aulhonly lo require peer 
review for information that the government disseminates in reports and on the Web. it 
lacks the authority to require peer review in rulemaking because the IQA does not apply 
to rulemaking. OMB should delete the requirement that agencies undertake peer review 
with respect to scientific information that is already subject to extensive notice and 
comment in the context of a rulemaking covered bv the Administrativ e Procedure Act 
(APAl. 

• OMB fails to target peer review to those situations in which it might be most useful, in 
light of the considerable costs of peer review', OMB should limit peer review to 
circumstances in which the information to be disseminated sets a new precedent or is 
reasonably controvertible. 

• OMB's effort to avoid the Federal Advisory Committee Act (FACA) does not serve its 
purpose of increasing public confidence in Ihe information that government disseminates. 


A See. e.g.. H R 911995), 

* Proposed Bulletin, mpnt note 2. at 54024. 
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Contrary to OMB's legal analysis, FACA would apply to any peer review committee 
mandated by an OMB Bulletin. Even when FACA does not legally apply. OMB should 
require that agencies comply with the requirements in FACA for balanced peer review 
committees and a public peer review process when agencies seek peer review of 
especially significant information 

• OMB's assumption that scientists who receive public funding are more likely to be 
biased than scientists who receive industry funding is simply wrong, and its plan for 
appointing scientists with offsetting biases is unworkable. To address potential bias, 
OMB should require peer review committees to be "fairly balanced." as FACA requires, 
and should require public disclosures by scientists undertaking peer review of their 
historical affiliations and sources of research funding. OMB should make explicit its 
intent to leave in place federal laws and regulations that bar the participation of scientists 
with demonstrable financial "conflicts of interest,” and should encourage agencies to 
disclose any waivers granted such reviewers, 

• OMB rightfully rejected the centralized appointment of peer reviewers, although the 
reasons expressed by OMB for doing so significantly understate the difficulty of such a 
process, including the lack of coordination and accountability. 

• OMB's decision to exempt information disseminated in adjudication and permit 
proceedings from its peer review procedures lacks any apparent justification, raising the 
suspicion that OMB's exemption is based on the fact that the information disseminated in 
adjudications and permit proceedings is largely information submitted by industry. OMB 
should require peer review of such studies under the circumstances recommended above. 

• OMB's proposal to review each and every request for information correction creates the 
potential for backroom deals betw een OMB and the complaining party or other interesied 
parties. To ensure accountability. OMB should Issue a concise written explanation for 
public disclosure indicating that it recommended that un agency modify existing 
information in light of a complaint, and il should reveat for public disclosure any written 
communications, and a summary of any oral communications, pertaining to the substance 
of an information quality complaint received from members of Congress or their staffs or 
from persons outside of government 

Authority To Require Peer Review 

OMB claims the IQA provides authority for its Bulletin, but the text of the Act docs not support 
this claim. The Act does not explicitly require, or even authorize, peer review. Moreover, 
although the Act imposes a number of duties on OMB. Congress did not include among these 
duties setting up guidelines for peer review. Further, Congress explicitly rejected the imposition 
of peer review a few years ago after due consideration and debate.* and it is difficult to believe 
that Congress changed its mind when it passed the IQA. After all, the IQA was a rider hidden in 
an appropriations bill that no one in Congress other than the sponsor knew was there. 


Nolc 4 & accompanying text 
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Moreover. OMB cannot claim other sections of the Paperwork Reduction Act (PRA) as authority 
for requiring peer review. Although the Act was passed in 1980, OMB has never previously 
interpreted PRA to authorize the imposition of peer review, and the fact that Congress has 
several limes considered legislation that would expressly require peer review confirms that OMB 
lacks this power. Although PRA gives OMB authority to “develop and oversee the 
implementation of policies, principles, and standards to apply to Federal agency dissemination of 
public information 7 this authority extends only to overseeing how the government 
“manages” the information that it collects. 1 ' 

Even if the courts hold that OMB can impose a peer review requirement on agencies, this 
authority does not extend to the dissemination of information in rulemaking because the IQA 
simply docs not apply to rulemaking. Congress indicated that the IQA does not apply to 
rulemaking when it required that agencies create a new “administrative mechanism” to hear and 
resolve complaints about information quality. 0 This means Congress intended the rider to apply 
to contexts where the dissemination of information is not already subject to an administrative 
mechanism to correct problems. This would not include rulemaking because such a process 
already exists in rulemaking. Since setting up another process would be superfluous or 
redundant, it has to be assumed that Congress had no such intention 10 

Scope of Peer Review 

While peer review has a role to play in the regulatory process. OMB’s proposal for peer review 
is too broad in light of the potential benefits that it is likely to generate OMB errs in assuming 
that peer review is appropriate or even necessary for all ‘■significant” information because it is 
likely to have or will have a substantial impact on public policy or private initiatives. 1 Although 
information may have such an impact, it does not follow that the information is likely to be 
unreliable or that peer review is necessary to ensure us objectivity. OMB should therefore limit 
peer review to circumstances where the information to be disseminated sets a new precedent or is 
reasonably controvertible. 1 " In 3ny other circumstance, peer review is wasteful and will 
unnecessary delay the dissemination of important information. 


-uir.s.c §$ 3504 <chn i. 

* See OMB Circular No A-130 Revised ("The PRA establishes a broad mandate for agencies to perform their 
information resources management activities in an elticiem. effective, and economical manner."), available ai 
liitp:/Ayvvw wlmctu i. frc-Co v /otnh/oicular-.-'a HlVal 30; rmivl.litmNS . 
v Information Quality Act. supru note I. 85I5rb><2). 

The background of the Act also confirms that Congress intended the Act to apply outside the context of 
rulemaking. Priot to enuctmem of the Information Quality Act, there was a discussion and debate over how to 
provide for public input before agencies produce reports or put information on their web sites Sec, e.g.. 23 
Administrative &. Regulatory Law News #3 i Spnng 201)0). at 10 (describing program held by the ABA on the 
dissemination of reports and information on the Web); White Paper From Industry Coalition to EPA Over Concerns 
Over Information Programs Submitted May 4, 1999. Daily Em Rep. (May 4, 1999), at E-l (discussing the 
dissemination of reports and information on the Web). Them was no discussion, however, of the need to provide 
mechanisms to improve information quality in the context of rulemuking. 

1 Proposed Bulletin, mpm note 2, at 5-4028. § 5 1 -2 

This argument is supported by a formal policy position of the American Bar Association concerning risk 
assessment. The ABA has recommended that the "nature, significance, and complexity" of a risk assessment should 
determine "when" agencies use peer review , as well as determining the "nature and scope" of peer review. ABA 
Resolution on Rusk Assessment (October 1999). available at h utu/Mwvv .ih:Hiei.ore/udmmlaw/t l>k(12.pdf. The 
report accompanying the recommendation, which was not officially adopted by the ABA. explains that peer review 
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OMB partially concedes this point. Regarding "significant" information, it permits agencies to 
"select an appropriate peer review mechanism based on the novelty und complexity of the 
science to be reviewed, the benefit and cost implications, and any controversy regarding the 
science " 3 The government, however, distributes a wide variety of information, much of which 
occurs outside of the context of rulemaking, for which peer review may he unnecessary, even 
though the information has not been previously subjected to peer review. While OMB’s 
flexibility regarding such information may minimize the government's burden in individual 
situations, the collective lime and expense to the government of having universal peer review for 
significant information is likely to be substantial. Moreover, agencies arc not permitted to vary 
the additional procedures they must use concerning “especially significant” regulatory 
information . 14 regardless whether the additional procedures are useful and necessary 

FACA 

OMB suggests to agencies that they can avoid complying with the Federal Advisory Committee 
Act (FACA) when they undertake peer review. Congress passed FACA "in large part to promote 
good-government values such as openness, accountability, and balance of viewpoints .” 45 
Because these values arc vital to ensuring the legitimacy of peer review, OMB should require 
that agencies conduct peer review of "especially significant information" under FACA. 

FACA offers two essential protections necessary to legitimize peer review. First, it mandates a 
peer review process that is open to the public. ,f OMB does require that an agency provide an 
opportunity for public comment and that such comments should be furnished to peer reviewers in 
sufficient time that they can take the comments into account . 1 OMB presumably intends that 
the comments also be made public, although it does not explicitly so provide. OMB also 
provides that the report of the peer reviewers and the agency's responses to that report be made 
public . 151 It is difficult to see why the public should trust a peer review process that operates 
behind a veil of secrecy. If OMB’s goal is to increase public confidence in the information that 


should be "limited to situations in which it is most likely to improve the analysis, such as complex or novel 
problems, or add authority, such as highly controversial situations" American Bar Association. Section uf 
Administrative Law and Regulatory Practice. Report (August at 9. available at 

lmp://wwvv.ab . .nei >vrc^:uiminlaw/ri ski>2.pdf 

Proposed Bulletin, supra note 2. at 54028. $2 
14 Id. ut 54028, $3 

Steven P Croley, Pradicol Guidance on the Applicability of the Federal Advisory Committee Acl, 10 AD L.J. 
III. 117 (1996); see also Jay S Bybee. Adiising Ihe President: Separation of Powers and the Federal Advisory 
Committee Act. 104 Yale L.J. 51. 73 (1994) (noting that Congressional hearings on FACA "focused on the non- 
representative nature of ihe advisory committees, and the need to open their proceeding) and report) in (he 
President! 

* FACA requires that peer review minutes are open lo ihe public, 5 I S C App. II fc J0(a)( I ). interested persons are 
entitled to "attend, appear before, or file statements with any advisory committee." id. § 10(a)(3), detailed minutes 
must be kept, id 5 1010 (c). and any records or documents made available to the committee be mode available to the 
public unless the records can be withheld according to one of the exceptions tor public disclosure under the Freedom 
of Informauon Act iFOIA). id §IO(b) An agency cun close a meeting only if it determines that one of the 
exceptions to ihe Sunshine Act applies. Id $IO(d> 

Proposed Bulletin, supra note 2 at 54029. §3 
'Id 
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the government disseminates, closing the peer review meetings and hiding peer review 
documents does not serve its purpose 

Second. FACA requires agencies to ensure that their advisory committees are "fairly balanced in 
its membership in terms of the points of view represented and the functions to be performed."' 9 
This safeguard is important because it recognizes that peer review inevitably involves matters of 
judgment about which reasonable scientists can disagree. This is the situation for two reasons. 
First, although OMB correctly asks that agencies refer only “scientific and technical matters to 
agencies, leaving policy determinations for the agency." it is virtually impossible to separate 
scientific and policy issues." 1 ’ Second, even within the realm of “scientific issues," peer reviews 
will confront issues for which there are no objective answers, requiring them to use their best 
judgment. 21 Furthermore, allowing an agency to pick peer reviewers without regard to balance 
invites an agency to lilt peer review to its preferred outcome This has long been a problem with 
peer review.” and OMB's failure to require the use of FACA will continue the problem. 

OMB seeks to avoid FACA by authorizing agencies to “ direct peer reviewers of regulatory 
information - individually or in a group - to issue a final report detailing the nature of their 
review and their findings and conclusions Although FACA may not apply to convening a 
number of people to obtain the advice of each individually (rather than collectively). 22 individual 
review is a bad idea. The advantage of conducting peer review by committee is that “each 
committee member has the opportunity to observe the demeanor of the others and to challenge 
their evaluations.""' As a result, 'bringing all reviewers together to discuss their opinions can be 
a powerful shield against favoritism and animus." 26 This shield becomes even more important it" 
OMB succeeds in closing peer review meetings to the public by permitting agencies to avoid 
FACA by hiring contractors to conduct the peer review. 


"41 C.F.R. 5102-3 J0te)Ut»3i 

See Wendy K. Wagner, Congress. Science, and Environmental Policy. 1999 U. III. L. Rev 181. 314 (1999) 
(“Although these advisory panels have proved helpful in ensuring that the agencies use positive scientific knowledge 
accurately, these panels often find themselves reviewing the agency's policy choices under the auspices of peer 
review"); Joel Yellin. Science, Tcclmoloifs, anti Administrative Government! Institutional Designs for 
Environmental Decisionmaking, 92 Yale L.J 1300, 1305-06 (19831 fit' it were possible to separate the technical 
from the political, ethical, and legal. .. environmental decisions could be made in a simple two step process. . The 
history of unsuccessful attempts to distinguish fact from law suggests that separation may be an unattainable goal.'*) 

See Holly Dorcmus. Listing Decisions Under the Endangered Species Act Why Better Science Isn't Always 
Better Policy, 75 WASH U L Q. 1029. 1064 (I99T> (Reliance on science must, by necessity, include reliance on 
some hunches. ) 

See Bybec. supra note 15, at 58-59 (discussing the uses and abuses of advisory committees \: Thomas O 
McGarity & Sidney A. Shapiro. Workers at Risk; The Failed promise op the Occupational Safety and 
Health Administration 196 (1993) (discussing the potential of stacking advisory committees to obiain an 
agency-favored preordained outcome!. 

Proposed Bulletin, supra note 2, at 54027, §3 This interpretation is open to challenge See Steven P Croley & 
William F Funk. The Federal Advisors* Committee Act and Good Government, 14 YaLE J. REG. 451. 472-78 (1997) 
(questioning the conclusion that FACA does not apply to individual reviewers i 
34 41 C.F.R. §102-3 40<e) < 2003). 

Thomas O. McGoritv, Peer Review in Awarding Federal Grants in the Am and Sciences. 9 High TECHN. LJ r !, 
64(1994) 

* Id. 
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Based on Byrd V. EPA: OMB also claims lhai an agency can avoid complying with FACA if it 
hires a contractor or consultant, who in turn organizes the peer review." 1 In Byrd, the 
Environmental Protection Agency (EPA) hired a private contractor to select and manage a peer 
review panel and submit a report to the agency,"'' A majority of the panel held that FACA did 
not apply because, although EPA had reserved authority to control the contractor's choice of 
peer reviewers, it did not exercise this power. In their words, the decision was based "on what 
EPA in fact did. rather than on w hat it could have done ' ’ 11 

The Byrd case has not been followed by any other circuit More importantly. It does not help 
OMB because OMB requires agencies to ensure (hat peer review of especially significant 
regulatory Information meets a number of requirements, including that peer reviewers "shall be 
selected primarily on the basis of necessary scientific and technical expertisc." J1 In order to meet 
this requirement, agencies must actively review the choice of peer reviewers by a contractor and 
veto any peer reviewer that does not meet this condition Likewise, agencies have a legal duly to 
ensure that the other conditions that OMB has established for peer review' of especially 
significant information are met Thus, unlike the situation in Byrd, an agency will have lo 
control the peer review process, which EPA did not do in Byrd, according to the majority 
opinion, 

Of course, it is not necessary for OMB to require the formal use of FACA, although that would 
be a good idea, in order to ensure an open peer review process and balanced peer review OMB 
could simply require agencies to comply with the fair balance and open government provisions 
of FACA without formally chartering peer review committees. 

Conflicts of Intf.rf.st Verses Bi as 

A fundamental flaw in the proposed Bulletin is its failure to distinguish between conflicts of 
interest that disqualify prospective scientists from serving on peer review panels under existing 
law and the bius that scientists may exhibit when they have formulated a position on a scientific 
issue through their work in the same or related areas, A full range of statutory and regulator) 
requirements, most notably the Ethics in Government Act.” bar scientists who have a direct 
financial interest in the outcome of an administrative decision from serving on government peer 
review panels established lo review scientific studies that affect such deliberations. Agencies 
may waive these requirements, but must go through a formal process to do so. The proposed 
Bulletin uses the phrase "real or perceived conflicts of interest" but does not otherw ise recognize 


” l74F3d239(D.C Clr. IWl 

38 Proposed Bulletin, supra note 2, at 54028, §4a. 

* 174 F.3d a! 241 

" hi el 247. In His dissent. Judge Williams held that FACA applied because the panel was "so closely" controlled 
"in membership and purpose " Id. at 249 For Judge Williams, the key was EPA's "veto power," and the fact (hat 
”il was not used" did not matter because EPA might "exercise it in future applications" and "the contractor was and 
is quite likely lo take the fact of the veto into account in its selection decisions." Id. 

3 Proposed Bulletin, supra note 2, at 54027 Further, the proposed guidelines require un agency to "provide to peer 
reviewers an explicit written charge statement describing the purpose and scope of Ihe review." Id, it 54028 In 
addition. Ihe “agency shall provide an opportunity |for public comment!" and it "shall direct peer reviewers ... lo 
issue a final report." and OMB specifies the specific nature of the report. Id. 

13 5 US C 55 201 ct- seq, 
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that this term has a legal meaning under existing law. 3 ' It should be revised to make explicit 
OMB's recognition that existing legal requirements regarding conflicts of interest remain in 
force with respect to any peer review panels established under the Bulletin. 

Even if scientists possess indirect financial interests (e.g.. continued employment with a broadly' 
based industry trade association) that arc not covered by federal conflict of interest rules, such 
interests may lead to an appearance that they arc biased with respect to ihc outcome of a peer 
review. Despite its apparently exhaustive review of prominent literature on peer review, 
including reports by the General Accounting Office (GAO) and the EPA Inspector General, 
OMB conspicuously omits a recent GAO report documenting EPA's persistent tendency to 
ignore such financial interests in assembling peer review panels, with the result that scientists 
who were paid by manufacturers of chemicals under consideration by the EPA Science Advisory 
Board were actually permitted to serve on such panels/" To remedy its apparent insensitivity to 
this important problem. OMB should consider describing these interests without reference to the 
legal term of art “conflict of interest.” while simultaneously strengthening its exhortations to 
agencies to avoid choosing such compromised candidates . 

OMB advises agencies to consider disqualifying scientists who have or may do research 
supported by the government . 35 but it does not recommend a parallel rule to disqualify a scientist 
who has received, or is attempting to receive, research funding from regulated industries /* 
OMB. however, has the situation exactly backwards. If anything, agencies should exhibit more 
care in their selection of scientists w hose research is funded by industry. 

OMB is concerned that scientists funded by agencies, or who would seek such funding, could 
feel pressured to bend their advice to an agency in order to secure present or future funding. 
Public financing of science, however, occurs under procedures that protect and promote Lhe 
independence of the scientists doing the research. By comparison, private research occurs under 
conditions that make it more likely rhat scientists will lose then funding if they do not produce 
results that are satisfactory to the industrial source of funding. ' 


'' Proposed Bulletin, supra note 2, at 54027, g 2 

u General accounting Office, EPA's science Advisory Board Improved Procedures Needed To Ensure 
Independence and Balance IS (2001) (Report No. GAO-OI -536i (describing the impropriety of EPA's 
appointment of industry-dominated panels) (GAO EPA Report) 

* OMB apparently docs noi think that latter situation is a problem unless a scientist has an actual financial interest 
m the outcome of the study. Proposed Bulletin, supra note 2. ai 54024 Perhaps OMB anticipates that scientists who 
undertake research funded by industry will also have u financial stake :n the outcome of the research. While this is a 
growing problem, not all industry-funded scientists are in this situation OMB’s position on this issue, however, is 
no: entirely clear. In its proposed rules. OMB list* as possibly disqualifying the receipt of “substantia! funding" 
from an agency or the application for such funding from an agency Id. at 54027. There is no similar proposed 
disqualification for scientists who receive, or are seeking to receive, funding from industry, although OMB does 
propose that agencies consider as potentially disqualifying that a person ha* “financial interests in the matter ai 
issue " Id OMB 's preamble informally defines “financial interest in the subject matter" as "(e.g.. tics to a regulated 
business), H Id at 54024 This seems to suggest an implicit acknowledgment by OMB that ties to a regulated 
business should be a negative factor In the selection process 
Professor Sheldon K rim sky explains: 

When government funds basic science, it does not have a vested interest in a particular outcome. Given 
the transparent or the funding and the pccr-rcvicw process, government agencies have to be vers careful 

8 
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Finally, OMB proposes that an agency can appoint a "biased" reviewer if necessary to gain 
needed expertise if it appoints someone who has u contrary bias " This proposal reflects OMB s 
assumption that agencies can generally create a neutral peer review process, w hich is not actually 
possible in light of the factors discussed earlier. Moreover, it is unlikely that an agency can 
match up offsetting biases in the manner that OMB anticipates What type of person, for 
example, has a “contrary bias” to a person who has an unrelated contract with the agency? The 
general prophylactic of requiring a “broadly representative" and "fairly balanced' review group 
is a more effective protection against biased peer review outcomes and is more manageable 

Disclosi rk of Affiliations 

OMB requires that a peer review report shall "disclose the names, organizational affiliations, and 
qualifications of all peer reviewers, us well as any current or previous involvement by a peer 
reviewer with the agency or issue under peer review consideration.” ' Once again OMB draws a 
distinction between agency and industry affiliation that is unwarranted. Whereas a peer review 
report must disclose the involvement of peer reviewers with an agency, there is no similar 
disclosure requirement for scientists who are involved with the regulated industry Further, 
although OMB suggests that an agency may w ish to require peer reviewers to disclose "sources 
of personal or institutional funding, u is not clear whether OMB is referring to industry 
funding of research. 

OMB should require that a peer review report disclose the histoncal affiliations of peer reviewers 
(both agency and industry related) and the sources of funding that a scientist has received. As 
the General Accounting Office (GAO) has observed, this approach gives the public information 
that can be used to evaluate the legitimacy of the advice being received because it indicates the 
degree of balance that the agency has obtained in its appointment of peer reviewers Moreover, 
this approach permits an agency to hear from a diverse group of scientists and not disqualify 
certain scientists because of their previous sources of funding, while assuring the public of the 
legitimacy of the peer evaluation process.^ Finally, an agency should gather this information at 


i>f not appearing to tease out or share scientific results that meet a political perspective, even tn areas of 
applied research 

Private funded science is not transparent There are unstated agendas Many scientists who are funded 
by private companies understand what results would please the company and what results would benefit 
the company's bottom line. If a scientist is tethered to a company s research program, then the company 
is likely pleased with the outcome of (he research and therefore would benefit by continuing to fund it. It 
is not unusual for investigators to internalize the interests of the company, .. 

Sheldon Krimsky. Science in the private Interest Has The Llre or Promts Corrupted Biomedical 
Research? 143-44 (2003). 
u Proposed Bulletin, supra note 2. at 54027. §3. 

* Id at 54028, §3 
40 Id. 

*' GAO Report, supra note 34. at IK. 

Disclosures might implicate some protections under the Privacy Ace but the Act permits individuals to waive any 
privacy protections that they might have See 5 U.S.C. § 552a(b) (permitting written waivers) It is reasonable for 
an attency to require such waivers as a condition of serving as a peer reviewer. 

9 
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the beginning of the peer review process when the agency can use it to ensure that peer review is 
a balanced process. 


Centralized appointment of Reviewers 

In its proposed guidelines. OMB declines to propose the centralized appointment of reviewers 
because it ‘could be unduly inefficient and raise other concerns .'” 34 OMB understates the 
difficulties with centralized appointment of reviewers. 

First, OMB does not suggest what entity might serve this function, but it is clear that the 
selection of OMB for this function is unlikely to "lend the appearance of greater integrity to the 
peer review process.” There has been significant concern over the years concerning the 
accountability of presidential supervision of rulemaking , 45 and OMB’s control over peer review 
would raise the same legitimate concerns. 

Second, putting an entity in charge of peer review which has no responsibility tor the 
implementation of a statutory scheme invites the appointing agency to pursue its own political 
und substantive agenda, regardless of whether it is appropriate for the implementation of the 
statutory scheme. The risk that a centralized agency would pursue its own agenda is 
particularly acute to the extent that it is not publicly accountable for its actions Yet. as indicated 
above, there is no assurance that the agency that appoints the peer reviewers, whether it is OMB 
or some other entity, will do so m an accountable way. The lack of accountability invites capture 
by vested interests. This is particularly a problem because OMB fails to require that peer review 
be a balanced process. 

Finally, peer review is less likely to inform and improve regulatory decision-making when 
agency employees regard it as a bureaucratic burden imposed on an agency rather than a tool for 
improving the quality of decision-making . 3 Agency personal are more likely to regard peer 
review as a bureaucratic requirement, as opposed to an integral part of the agency's decision- 
making process, when it is imposed on the agency by OMB and implemented by an another 
entity, be it OMB or some other agency. 


See GAO Report, supra noie 34, at 20 I recommending that F.PA collect background information about potential 
peer reviewer* before their appointment to a peer review committee i. 
h id 

'* See, eg, Gu-s Robinson. American Blreaicracy. Plhlic Choice & Pubuc Law 102 (199h, Sidney A 
Shapiro. Presidential Oversight and the Deterioration of Regulators Policy 46 AD L Rfv. I. 21-23 (1994) 
t discussing the debate of While House accountability in rulemaking oversight! 

J, ‘ This is what happened when Congress located the Occupational Safety and Health Administration (OSHA) and 
the National Institute of Occupational Health (NlOSHl in two different cabinet deportments Although Congress 
created NIOSH to serve us the scientific arm of OSH A. NIOSH at times has pursued this mission according to Its 
agenda and has not always pursued projects helpful or appropriate to OSHA. Sidney A Shapiro & Thomas O 
McGurity, Reorienting OSHA Regulators Alternatives and Legislative Reform. 6 YALEJ. ON REG l. 57-59 (1989) 

47 According to the National Academy report, peer review “must become accepted as pan of the agency’s culture, 
not merely a bureaucratic requirement National Academy of Sciences. Strengthening Science as the US 
Environmental Protection Agency: Research Management and Peer Review Practices 115 (2000) Professor Lars 
Noah makes a similar point when he observes that peer review works best when it is peer reviewers internet with 
agency scientists in an ongoing dialogue Lars Noah. Scientific "Republicanism Exjteri Peer Review and (hr 
Question for Regulator) Delibendton." 49 EMORY LJ 1033. 1059-60 (2000) 

10 
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Unequal Treatment of Industry Information 

The proposed Bulletin seeks to assure the objectivity of information disseminated by the 
govemmeni by subjecting it to peer review, but the Bulletin exempts an important category 
of information generated by industry' from this procedure. According to the proposal, 
“agencies need not have peer review conducted on significant regulatory information that ... 
is disseminated in the course of an individual agency adjudication or proceeding on a permit 
application." 4 * The lack of any apparent justification for these exceptions leads to the 
conclusion that OMB is protecting industry information from peer review 

OMB presumably exempted information disseminated in adjudications because its 
Information Quality Guidelines exempted adjudication from the Act altogether . 4 but it is not 
dear why information disseminated in adjudication is not subject to the Act. Maybe OMB 
believed that the adjudicatory process is sufficient to vei the accuracy of the information 
involved, but there are two difficulties with this position. First, the procedures in an 
adjudication vary widely depending on w hether the adjudication is formal or not, and if not. 
what procedures are required by the statutory mandate under which the agency is operating T 
Many informal adjudications are conducted with no procedures whatsoever. Second, if this 
is OMB's position, it is difficult to understand why OMB docs not also exempt information 
disseminated in a rulemaking because the procedures are adequate to vet the information that 
is disseminated 

OMB also offers no reason why it exempts information disseminated in a proceeding on a 
permit application. Since these proceedings involve adjudication. OMB's exemption might 
have been based on the prior reason. Or OMB may have concluded that permit applications 
were not important enough to deserve peer review. But OMB subjects other types of 
significant regulatory information to peer review, and there is no indication by OMB why 
information disseminated in a permit proceeding, if it is significant regulatory information, 
should not be subject io peer review 

OMB’s exemption for permit proceedings may be an attempt to protect propriety or trade 
secret industry information, but this is an invalid reason for not subjecting this information to 
peer review. An agency can follow the practice of FDA, which regularly protects such 
information and still subjects it to peer review . 51 


*' Proposed Bulletin, utpm note 2. at 5*1027. §2 

4v In the Guidelines. OMB defines "dissemination' as not including ‘'distribution limited to adjudicative 
processes Office of Management and Budget Guidelines for Ensuring and Maximizing ihe Quality. Objectivity, 
Utility and Integrity of Information Disseminated By Federal Agencies. 67 Fed Reg 8452, 8460 (2002). 

' Sec Richard J Pierce. Sidney A Shapiro & Pai l R. Vhrkuil. administrative law & Procedure §§ 6.4.3. 
6.4.10 (3d ed. IWV) (explaining the variability of procedures used in adjudication) 

FDA advisory committees are composed of .scientists who are hired as special government employees, which 
make* il possible for FDA tu reveal the information to them and which impose* on the scientists a legal obligation to 
keep the information confidential. See 21 C F R $ 14.80 (members of FDA advisory committees serve us special 
government employees) 


11 
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The luck of any apparent justification for these exceptions leads one to the suspicion that 
OMB’s exemption is based on the fact that the infonnation disseminated in adjudications and 
permit proceedings is largely infonnation that is submitted by regulated industries But there 
is no apparent reason why industry information should be exempted from peer review, except 
when the nature of the information does not warrant the cost and delay created by peer 
review. As noted earlier, peer review should be reserved for the dissemination of 
infonnation that sets a new precedent or is reasonably controvertible. If industry information 
meets this test, it is not possible to distinguish it from information that anses in other 
contexts. 

OMB’s solicitude for industry information is particularly puzzling because such information 
is usual I v not subjected to the same level of scrutiny as information that is the result of public 
funding. 2 Moreover, since industry often regards information submitted to aaeucies to 
obtain permits or licenses as propriety or trade secret, it is far more likely to have received 
little or no independent scrutiny that information produced by scientists as the result of public 
funding. 


OMB and Correction Requests 

OMB’s proposed Bulletin ends with a proposal that agencies provide to it within seven days 
a copy of each non-frivolous request for information quality correction unless the agency 
posts the complaint on its web site, and that an agency consult with OMB before it responds 
to the complaint . 53 In light of the public interest in the outcome of complaints concerning 
■‘especially significant regulatory information," it is important that OMB be accountable for 
its participation in the resolution of information quality complaints, but OMB has proposed 
nothing in the way of accountability procedures. 

OMB should take tw'o steps to promote accountability concerning complaints about 
"especially significant regulatory information." It should issue a concise written explanation 
for public disclosure indicating that it recommended that an agency modify existing 
information in light of a complaint, and it should reveal for public disclosure any written 
communications, and a summary of any oral communications, pertaining to the substance of 
an information quality complaint from members of Congress or their staffs or from persons 
outside of the government. 


Sincerely vours. 

Sidney A. Shapiro 

Board Member and Treasurer 


For example, regarding privately funded research m the life sciences, empirical studies have found a "greater 
secrecy among colleagues, a significant failure of scientific exchange in the community, and a pattern of delayed 
publication." KRIMSKY, supra note 37. at 84. 

* §7. Proposed Bulletin, supra note 2. at 54029. 

u These recommendations reflect a formal policy adopted by the American Bar Association concerning the 
accountability of White House oversight in ibe context of rulemaking See Recommendation on Presidential 
Oversight (Feb. 1993), available at htipiv/ww w . atuifcM.org/admmlii M'ypolicy.html). The ABA has recommended that 
government entities designated by the President to engage in a continuing process of oversight of the rulemaking 
process should issue a written explanation of changes u has requested agencies to make in proposed and final rules. 
The ABA has also recommended that the entity reveal conduit communications that it has received concerning the 
matter it is reviewing from members of Congress, their staffs, or from persons outside of the government concerning 
such proposed or final rales. The former Admin: sirstive Conference of the United States (ACUS) has made a 
similar recommendation of Presidential Review of Agency Rulemaking (Recommendation 88-9 >, 1 C.F.R 
§30588-9(1992) 
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and administrative authority to the states. She edited A New Progressive Agenda 
for Public Health and the Environment (Carolina Academic Press, 2005) with Pro- 
fessor Christopher Schroeder of the Duke Law School. The book proposes an alter- 
native set of values and principles that should guide efforts to reform environmental 
law. 

Steinzor worked with Professor Wendy Wagner of the University of Texas School 
of Law, to edit a book of essays by prominent academics entitled Rescuing Science 
from Politics (Cambridge University Press, 2005) writing an introduction and con- 
clusion summarizing the issues and recommendations suggested by the book. Pro- 
fessor Steinzor has completed work on a book entitled Mother Earth and Uncle Sam: 
How Pollution and Hollow Government Hurt Our Kids, which was published by the 
University of Texas Press in December 2007. 

Professor Steinzor is the President of the Center for Progressive Reform (CPR) 
( www.progressivereform.org ), a virtual think tank comprised of some 45 member 
scholars from universities across the United States. CPR is committed to developing 
and sharing knowledge and information, with the ultimate aim of preserving the 
fundamental value of the life and health of human beings and the natural environ- 
ment. One component of CPR’s mission is to circulate academic papers, studies, and 
other analyses that promote public policy based on the multiple social values that 
motivated the enactment of our nation’s health, safety and environmental laws. 
CPR seeks to inform the public about scholarship that envisions government as an 
arena where members of society choose and preserve their collective values. CPR 
rejects the idea that government’s only function is to increase the economic effi- 
ciency of private markets. 

Before joining the law school faculty, Professor Steinzor was the partner in charge 
of the environmental practice at Spiegel & McDiarmid, a Washington D.C. law firm 
specializing in the representation of State and local government entities in the en- 
ergy and environmental areas. Prior to joining the firm, Professor Steinzor was 
counsel to the Subcommittee on Commerce, Transportation & Tourism of the House 
Energy & Commerce Committee, which was then chaired by James J. Florio (D- 
NJ). She advised the Subcommittee during its consideration of the Superfund 
Amendments and Reauthorization Act of 1986 and the Asbestos Hazard Emergency 
Response Act of 1986. She also served as an attorney advisor to Commissioner Patri- 
cia P. Bailey of the Federal Trade Commission and worked as a consumer protection 
attorney at the FTC in various staff positions. 

Professor Steinzor is a 1976 graduate of Columbia Law School and a 1971 grad- 
uate of the University of Wisconsin. 


Discussion 

Chair Miller. Thank you, Ms. Steinzor. 

We will now have rounds of questioning and I will begin by rec- 
ognizing myself. With respect to the use of science in rule-making, 
and actually Dr. Coglianese’s statement today was very similar to 
what I said at our first hearing on this topic two years ago. I don’t 
think scientists at agencies should be platonic guardians, wiser 
than the rest of us, not motivated by unsavory political consider- 
ations or economic considerations, but somehow pure and noble and 
wise but that we needed to make sure that we had sound science, 
honest science that informed our decisions. After we got sound 
science, we still — there was still plenty of room for discussion and 
decisions about alternatives. It is the difference between risk as- 
sessment and risk management. Given that — I don’t remember the 
exact number. I think that there was only one or two or maybe 
three scientists, people who by academic background or by their 
professional lives would be considered a scientist at OMB and they 
were getting scientific assessments, scientific information from spe- 
cialists in obscure areas from all over government. 
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Appropriate Roles for OIRA 

What should be the role of OIRA in reviewing scientific assess- 
ments that come as part of the rule-making from the various agen- 
cies of the Federal Government? We can go down the line. Dr. 
Melberth? 

Dr. Melberth. Well, I think a more appropriate role for OIRA 
in that situation might be to ask questions about the process by 
which that science was generated and to ensure that agencies have 
adhered to the best practices as they put them in place. They may 
very well articulate questions about the science that might be 
raised from other agencies and somehow coordinate that discussion 
among agencies. But I would agree with you, OIRA does not have 
that expertise to be questioning an agency about the science that 
is being proposed. There is a distinction between science and policy, 
and OIRA can be in a situation to ensure that the process by which 
the information that goes into policy is sound, but they are not the 
ones that should be in a situation of being able to assess whether 
or not that science is sound. That is not their job, it is not their 
qualification. 

Chair Miller. Anyone else wish to be heard? 

Ms. Smith DeWaal. I just want to make the point that science 
is not stagnant and we need to progress regulations much more 
quickly than they are today. The role of OIRA in reviewing risk as- 
sessment should be limited to none: in terms of making sure the 
risk assessment is there to support the regulation, but beyond that 
they should have very little role. 

Chair Miller. Mr. Warren. 

Mr. Warren. Well, I think that the key is that there are dif- 
ferent ways in which the White House could be involved in some 
kind of review of an agency submission. What is key is, first of all, 
they should not be putting any criteria forward for the decision 
other than what is in the underlying statute. So some notion of a 
risk assessment requirement that is not in the statute is really not 
in their domain. They should also not substitute substantive judg- 
ments for the substantive expertise of the agencies. They need to 
defer to the agencies which really have the talent pool as well as 
the responsibility to sort out conflicting scientific evidence. Their 
role should be limited to whether they have properly observed the 
requirements of the underlying statute in terms of using the gen- 
erally accepted scientific practices. And in some ways it is better 
for them to rely on the Office of Science and Technology Policy to 
defer to them even in respect to that particular judgment because 
that office really is more the repository of scientific expertise with- 
in the White House. 

Chair Miller. Dr. Coglianese. 

Dr. Coglianese. So science is all about open inquiry and tak- 
ing — asking questions, taking a skeptical approach to things. I 
don’t think you need to be a science expert to ask questions. The 
expertise comes in answering them. But OIRA, which may not have 
the same level of expertise, the head of an agency who may not be 
a scientist, Members of Congress who may not be scientists, it 
seems to me perfectly consistent with the scientific ethos as well 
as sound public policy-making to have non-scientists who are in 
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critical decision-making or advisory roles to be asking questions of 
those who are the experts. 

Chair Miller. At the conclusion of those questions, can OIRA, if 
they find themselves unpersuaded, substitute their scientific judg- 
ment, again not about what the policy should be but what the facts 
are for those scientists at agencies? 

Dr. Coglianese. Well, I think as has been noted, OIRA doesn’t 
have, as a relative matter, the staff to actually evaluate agency 
science assessments thoroughly. One response to that could be to 
somehow ban OIRA from engaging with scientific issues. Another 
response could be, maybe there should be more scientists at OIRA 
to give them that kind of capacity. Clearly, the law that Congress 
passes delegates decision-making authority to the agencies. They 
are the ultimate decision-makers. Their decisions will be based 
upon a variety of inputs, scientific, policy considerations, economic 
considerations, political considerations, conversations with the 
White House, conversations with Congress, conversations with af- 
fected parties. 

Chair Miller. I hope Dr. Broun and Ms. Dahlkemper would note 
that the reason we have gone over five minutes is not my question 
but the answers. 

Ms. Steinzor. 

Mr. Broun. Take all the time you want, Mr. Chair. 

Ms. Steinzor. I will try and be really quick, Mr. Chair. I think 
your question is a really interesting one and I would only point out 
that what troubles some of us is not that OIRA has intruded itself 
in science policy but that OIRA often ignores science, and I think 
the best example of that would be the mercury rule-making where 
OIRA had a report that had been assembled at considerable effort 
by the National Research Council, the gold standard for scientific 
agencies in our country, that ratified what the agency scientists 
had said, and I never see anyone who opposes regulation ever men- 
tion that that report exists including OIRA economists. So when 
OIRA asks questions, too often what that sort of morphs into is the 
economists pushing scientists and everybody else away from the 
table and making the decision on very narrow economic grounds 
that as Wesley Warren said doesn’t — is not consistent with the 
statutes and their delegation. So I would only — the problem is not 
that they ask questions, the problem is that they ignore science 
when it is inconvenient. It goes back to a phrase coined by one of 
my colleagues, Tom McGarrity: Your science is bad science and my 
science is good science. That is unfortunately the posture too often. 

Chair Miller. My time has expired but I will be similarly indul- 
gent to the other Members of the Committee. Dr. Broun. 

Separating Policy From Science 

Mr. Broun. Thank you, Mr. Chair. I want to say to begin with, 
I am a physician, I am a scientist. There are some Members of this 
whole committee that are research scientists that would argue with 
that statement, but I am an applied scientist and I started my po- 
litical activism by coming to Washington to lobby about conserva- 
tion and as a scientist I believe that science should be a very inte- 
gral part of the decision-making process, but I also see problems. 
Two of you mentioned peanut butter. We had an unfortunate inci- 
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dent, a very unfortunate incident in America, a very sad incident 
in America where a peanut butter plant in Blakely, Georgia — 
where I used to live and practice medicine — provided peanut butter 
to the world that was tainted with bacteria, though the regulatory 
process was already in place to prevent that from happening. I also 
see another very big danger in that we see within Members of this 
Administration, high-up Members, all the way to the Secretary 
level, that have embraced a scientific theory of human-induced 
global warming and there are thousands of scientists that refute 
that and say that there are minimal, if any, human effects on glob- 
al warming. I am an adherent actually after looking at data that 
that is probably true, but I am also as a scientist very open-mind- 
ed. When I graduated from medical school, the things that I was 
taught as being absolute, scientifically proven medical facts. Within 
five years, we were teaching absolutely the opposite. That is the 
reason continuing medical education is so important. 

And herein lies a problem. You have scientists disagreeing on an 
issue such as human-induced global warming, and what kind of 
regulatory policy and actually legislative policy we are going to put 
in place when on one hand you have people who are very ardent 
supporters of one scientific theory when it is not proven scientif- 
ically and then on the other hand we have things which were uni- 
versally almost adhered to where scientists said the world was flat. 
Now, we still have those same problems today, so how should 
OIRA, how should the government, how should we as legislators 
look at this to put in place policy that takes all stakeholders’ 
issues, thoughts, concerns to bear in developing regulatory author- 
ity as well as legislative authority or legislative bills and how we 
pass laws? So I am very eager to hear how we weigh all those 
things and not just veil it in the idea that science should be the 
answer to all of how we set these regulations, because it cannot be. 
Science absolutely cannot be. So if you all could help us as a com- 
mittee to see how are we going to make policy where OIRA looks 
at all those factors. Dr. Coglianese, could you help me out? 

Dr. Coglianese. Sure. Well, sometimes when you recognize that 
science is separate from policy-making, even though it is integral 
to it, you can begin to recognize that sometimes the best and the 
most justified policy choices are ones that require action even in 
the face of a tremendous amount of scientific uncertainty, so even 
though we may not have full answers to all the relevant questions 
that science could answer about climate change, it may be that pol- 
icy is justified. It is also the case that sometimes we may have a 
great deal of certainty about certain kinds of effects in the world 
that we deem problematic, but the only way to address those would 
be to create perhaps more problematic effects at some limit, and 
this is the aspiration of approaching policy through cost-benefit 
analysis, to try to take into account both the positive effects of ad- 
dressing a problem and the negative effects that would come from 
addressing that problem, and to try to achieve the policy that maxi- 
mizes, as much as possible, the positive effects. Science is integral 
to figuring out what those effects are, but at the end of the day, 
won’t tell us exactly what the answer to the question of what we 
should do must be. 

Mr. Broun. Thank you, Doctor. 
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If I may, Mr. Chair, have one more witness? 

Chair Miller. You are less over your time limit than I was over 
mine. 

Mr. Broun. Ms. Smith DeWaal. 

Ms. Smith DeWaal. Thank you very much. I think that one of 
the things we have to recognize is that the agencies right now are 
actually hesitant to bring forward regulatory solutions. We have 
observed this. You made the point about the peanut butter plant 
in Georgia and that was a tragic event for many, many people in- 
cluding many of the people who worked there. But the regulatory 
process was not in place in that plant. The overall policy that we 
have been operating under in the food safety arena is one devel- 
oped for the astronauts really that does require companies them- 
selves to identify hazards in their products, really to apply science 
to their process, and to find ways to resolve it. That system was 
not mandated for that peanut butter facility or any other. It is re- 
quired only for a few types of food products in the United States, 
even though it is generally understood by the industry that this is 
the appropriate tool to use to manage food safety. So I just would 
urge you that hesitation in even beginning the regulatory process 
is something that we have observed with the food safety and the 
two agencies that are principally involved in food safety, and sec- 
ondly, that the standards that they try to use, what we call per- 
formance standards, aren’t being modernized, aren’t being updated, 
and that is where the science really comes in. So I think one ap- 
proach that is being considered is whether the policy and the 
science should somehow be decoupled so that the science can be up- 
dated much more rapidly. Regulations today are taking about five 
years to get through the process at OMB. It is really too long if you 
are trying to protect public health. 

Mr. Broun. Thank you, Ms. Smith DeWaal. I want to disagree 
with you, though, because the problem with the peanut butter 
plant was that the regulations and the oversight to those regula- 
tions just weren’t applied by our own state government and it was 
tragic and unfortunately our Department of Agriculture just didn’t 
do a good job on that. Thank you, Mr. Chair. 

Chair Miller. Ms. Dahlkemper. 

Ms. Dahlkemper. Thank you, Mr. Chair. 

Chair Miller. For a generous five minutes. 

Potential Fixes for OIRA 

Ms. Dahlkemper. Thank you. I want to thank the panel for com- 
ing today and speaking on this very important topic. Several of you 
have expressed the opinion that the regulatory agencies whose 
work is public health, public safety and the environment are 
starved for resources and weakened in many other ways, so I am 
asking what is the fix, how do we fix the situation, and as we look 
at OIRA, how we can make them more a partner to make sure that 
these very important goals are achieved? I am going to ask the en- 
tire panel to kind of address this. 

Dr. Melberth. The authors of our report indicated that was one 
of the most critical issues that need to be addressed. I think the 
most — the recommendation on which there was very little disagree- 
ment, there was very little discussion, it was just a given from the 
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very beginning was that agencies are underfunded and under- 
staffed. There has been a great drain of science — of experts, of in- 
spectors. The resource base for agencies needs to be restored, and 
in order to do that, the authors urge that there be some kind of 
assessment performed and OIRA may be the agency to be able to 
do this regarding agencies’ statutory responsibility and the new 
challenges that they are facing so they can get some idea of what 
is necessary for the agencies to actually meet their missions, and 
then OIRA should be in place, should take the responsibility for 
trying to help agencies get that funding and work with the agen- 
cies to get that funding. It should not be an office that works to 
hinder agencies but to help agencies. 

Ms. Dahlkemper. Ms. Smith DeWaal. 

Ms. Smith DeWaal. Thank you very much. I think that we need 
to empower the agencies to start regulating. We have seen the 
costs of under-regulation in the financial sector. Those are very 
plain. Let me tell you in food sector, the spinach industry has still 
not recovered the market share it had prior to the 2006 outbreak. 
We have seen every time one of these major food-borne illness out- 
breaks occurs, it is hundreds of millions of dollars in lost profits, 
lost revenue to those industries involved. So not only are there 
costs to the consumers who get sick; the costs of hospitalization for 
E. coli 015787 can run into the hundreds of thousands of dollars, 
but it is a cost to industry as well. OIRA should be empowered to 
look at where there is a lack of regulation. We know in the food 
area, we have seen it is repeatedly with FDA, that they just don’t 
have the tools. It is resources, it is staff but it is also a framework 
for regulation that would help to prevent these illnesses. Thank 
you. 

Ms. Dahlkemper. Thank you. 

Mr. Warren. 

Mr. Warren. Well, I want to endorse the comments from the 
previous two panelists. I want to make a broad point and a specific 
suggestion in response to your question. I think the broad point 
goes back to Dr. Broun’s question which I think is a fundamental 
question — How do you take action in the face of uncertainty? And 
the fact of the matter is, we have great science in this country, but 
I have never met a scientist who didn’t think that they could learn 
some more by doing some more research in their particular area, 
especially if they got a government grant. We are always learning 
more, and that is a good thing, but we can’t wait then until we 
know everything to act, because not acting has costs for society just 
like overreacting does. So I think in this particular case, although 
my background is in economics, I have a legal analogy, which is 
government needs to act more like a civil trial, where the weight 
of the evidence is used as opposed to a criminal trial with a much 
higher standard because it is wanting to not have too little regula- 
tion as well as not too much regulation. So my specific suggestion 
where OIRA is concerned is, any time they put a requirement on 
the agencies to do more analysis, they have to make the budgetary 
resources available in order to do that, and remember, there is an- 
other part of OMB, which is the part that I worked in, which is 
the budget part, and they should really be united in terms of mak- 
ing sure the resources are there to do the regulatory processes and 
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the assessments that are required as well as overseeing the re- 
quirements. 

Ms. Dahlkemper. Thank you. 

Dr. Coglianese. 

Dr. Coglianese. Thank you very much. The kind of assessments 
that Mr. Warren just mentioned and Dr. Melberth mentioned, I 
mean, there are assessments that are required in the Government 
Performance and Results Act and OMB on the budget side has put 
in place a review process called PART that has been in place to as- 
sess how agencies are doing. There are those processes in place. I 
am not sure OIRA, given its staff size and its role on the manage- 
ment, the M part of OMB being separate from the budget, is really 
positioned well to address the resource demands that agencies 
have. 

As to your question about whether OIRA can be more of a part- 
ner rather than, I gather, an opponent to regulatory agencies, I 
think it is actually pretty hard to create that kind of partnership 
relationship by just changing words in an executive order. So who 
heads that agency, and the administration in which that agency 
serves, is going to be very important. I will say lastly on this ques- 
tion of being a partner, being an obstruction, there are at least — 
there are four major social science studies to date that I am aware 
of that have examined the extent to which OIRA contributes to 
delay in the regulatory process, and the results across those studies 
consistently have failed to find any systematic general pattern of 
delay that is caused by OIRA. Some of these studies actually indi- 
cate that rules that go up to OIRA are completed in a faster man- 
ner than rules that don’t. 

Ms. Steinzor. I really appreciate your question and I have a 
very specific recommendation. The Performance Assessment and 
Rating Tool, the PART tool, is actually located in the management 
section of OMB, not at OIRA. But it is not in the budget section, 
it is in the management section. I think that the shortfalls in fund- 
ing are so severe that they cripple any effort to perform on statu- 
tory mandates and that it would be extremely useful if this PART 
tool would be used to work with the agencies to line up all the 
things they are required to do by statute and the amount of re- 
sources they have and would compare what they would need to 
complete all those mandates. This is the only way I think we will 
ever be able to give you the tools — you, Congress — the tools to ei- 
ther give them more money so they are not sued constantly for 
missing deadlines and not putting rules out on time or repeal the 
mandates, in which case I suspect we would have quite a lively de- 
bate on some of the health and safety mandates. 

One other thing I wanted to say is that my testimony cites stud- 
ies, empirical studies that have been done that show that OIRA’s 
overwhelming influence is to weaken regulatory protections. That 
are several academics that have written studies that show that, 
and I would urge the Committee to take a look at that. The rule- 
making process takes a long time for a lot of reasons but the over- 
whelming trend when OIRA gets its hands on something at least 
in the past many years except perhaps during the Clinton Adminis- 
tration has been to weaken the regulations. 
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Ms. Dahlkemper. Thank you. I thank the panel for specific sug- 
gestions. I appreciate that. 

Thank you, Mr. Chair. 

Creating Reactive and Streamlined Review Process 

Chair Miller. Thank you, Ms. Dahlkemper. I now recognize my- 
self for a second round of questions. There is a Woody Allen movie, 
I think the name is “Sleeper.” It is set several centuries into the 
future and there is a scene in the movie where a character is dis- 
traught and the Woody Allen character, the character played by 
Woody Allen, hands the other character, the distraught character, 
a cigarette and says here, smoke this cigarette, scientific research 
has proven that tobacco is one of the best things for you. I think 
we all recognize that science can change, does change. People in 
politics, we have now made flip-flopping the cardinal political sin 
and it is frequently said of politicians that they are frequently 
wrong but never in doubt. Scientists are sometimes wrong but al- 
ways in doubt. And we want to have a rule-making procedure that 
recognizes the possibility that science is evolving but we need to 
make decisions based upon the science that exists now. 

The hearings that this committee held on the Executive Order 
was not the only time that the role of OIRA came to our attention. 
There is a statutory requirement to create in EPA what is called 
the Integrated Risk Information System. It is simply supposed to 
be a registry of chemicals that may have some health con- 
sequences. It is not risk management. It is risk assessment, what 
do we think these chemicals do to you, and it — there has been a 
great deal of procedure involved in those determinations and it is 
now down to two assessments a year when 600 new chemicals are 
coming on to the market every year, coming into current — into 
widespread commercial use every year, and chemicals like TCE and 
formaldehyde have been tied up for 20 years in the assessment 
process. Mr. Whittaker has a slide. This was one of my favorite mo- 
ments in the last two years in the last Congress. This is the proce- 
dure. These are actually diagrams prepared for EPA. This was the 
procedure in effect from 2004 until April of 2008, and the last head 
of OIRA, Susan Dudley, testified that one of the reasons for the 
slow rate at which new chemicals made it into the IRIS list was 
that this was too complicated so she developed a streamlined proce- 
dure, which Mr. Whittaker can now show the streamlined proce- 
dure. This was post April 10, 2008. Okay. Can we show again 
quickly the complicated procedure, Mr. Whittaker? That was com- 
plicated. Now show simplified. Yes, that was simplified. I cited 
Woody Allen. There was also a Groucho Marx line, who are you 
going to believe, me or your lying eyes? 

One of President Obama’s directives to OMB in developing a new 
Executive Order is come up with something more streamlined, that 
doesn’t take as long. What can we do to make sure that — that 
takes into account the right considerations but how can we struc- 
ture OIRA’s participation that makes the review process timely, 
that makes it happen when it needs to happen? Dr. Melberth. 

Dr. Melberth. Well, I think the IRIS example is an excellent 
one to use. One of the — this is an illustration of one of the ways 
or one of the reasons why OIRA should not be involved in scientific 
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information. You are absolutely right. The IRIS process is an as- 
sessment. It is risk assessment. It is not at all management. This 
is collecting critical information. It is removed from a policy deci- 
sion about what do you do when you have this information, what 
steps should we take now once we know how damaging a certain 
chemical might be. This process, the quote — unquote, simplified 
process that OIRA put in place with EPA’s help in 2008 changes 
that process, so not only is it more complicated, but our under- 
standing of it is, it actually gives certain agencies affected by the 
potential policy outcome of a profile of a chemical the right to veto 
whether or not that assessment gets finished, whether or not the 
IRIS office and EPA actually does their work. So that is OIRA in- 
terference in the generation of information, the generation of 
science, not in the policy. That is not a policy-related decision. That 
has nothing to do with Presidential priorities or consistent — achiev- 
ing consistency with Presidential policies. It is merely scientific in- 
formation. That is not an appropriate role for OIRA. That is the 
kind of thing I think that an Executive Order could very clearly — 
be worded clearly to separate OIRA from that kind of process, place 
those kinds of responsibilities for reviewing those processes in some 
other agency, but certainly not in OIRA. 

Chair Miller. We have been called for votes, 15 minutes. It 
doesn’t take us that long to get there and they always hold it open 
well beyond that. But could each of you give like a two-sentence 
answer, anyone who wishes to be heard? You don’t have to be 
heard on every question. 

Ms. Smith DeWaal. I just want to point out that OIRA’s role 
really should be shifted to prospective before the rules and really 
considering how rules, how risk assessments can be standardized 
across the government. At that point their review of the actual reg- 
ulation should be limited to only very large rules. 

Chair Miller. Very quickly, Mr. Warren. 

Mr. Warren. Well, I think it is two issues. One is, OIRA’s role 
should be limited to its domain and then whatever its domain for 
reviews are. It should have performance requirements that are 
very clear, very explicit so that you don’t have vague conversations 
and endless asking of questions and never coming to a conclusion. 
All agencies have performance requirements under the Government 
Performance Review Act. OIRA should have very specific ones in 
this area. 

Chair Miller. Dr. Coglianese. 

Dr. Coglianese. I would just caution about making too much 
about the number of steps in any procedural map. It is not just the 
number of steps but how long it takes to get through them and 
that can often be a function of the will or the motivation of the reg- 
ulator or the decision-maker. 

Chair Miller. The simplified system has not proven to be a 
quick system. 

Ms. Steinzor. 

Dr. Coglianese. And my 

Chair Miller. I understand your point but the experience under 
these two reviews is consistent with how they appear, the optics of 
them. 

Ms. Steinzor. 
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Ms. Steinzor. OIRA should stop reviewing individual rules and 
OIRA should stop serving as a representative of aggrieved indus- 
tries and agencies like the Department of Defense in obstructing 
IRIS numbers from coming out. 

Chair Miller. Marvelously succinct. 

Dr. Broun. I think if we finish this round of questioning from Dr. 
Broun, that may be enough for the day, given that we are being 
called to votes. 

Mr. Broun. Thank you, Mr. Chair. 

A Centralized Review of Records 

Very quickly, Justice Breyer has noted that civil servants in 
some regulatory agencies may tend to have “tunnel vision” and fail 
to consider the broader impacts of regulatory proposals. I would 
like to ask the panel very quickly yes or no, and if you want to ex- 
pound on that slightly, do you think centralized review of records 
is ever appropriate? Dr. Melberth. 

Dr. Melberth. I am sorry. I can’t give a yes or no answer to that 
because it depends on what you mean by that review. If it is a re- 
view as I had outlined in my comments where it is much more of 
a prospective review and on planning issues, that may be appro- 
priate. The individual review of rules is, in our opinion, inappro- 
priate. 

Mr. Broun. Okay. Ms. Smith DeWaal. 

Ms. Smith DeWaal. Thank you. Any review that is delaying the 
implementation, the development of health and safety regulations 
needs to be modified so it stops delaying those needed rules. 

Mr. Broun. Mr. Warren. 

Mr. Warren. Yes, there can be cases in which this makes sense. 
Other agencies have expertise and statutory authorities that may 
need to he harmonized. But any such interaction needs to be made 
part of the public record and transparently documented so that 
people can see what is going on. 

Mr. Broun. Dr. Coglianese. 

Dr. Coglianese. Yes, certainly review of individual rules is ap- 
propriate, whether by the President or whether by the Members of 
a Congressional committee. 

Mr. Broun. Thank you. 

Ms. Steinzor. 

Ms. Steinzor. The President has review capacity and that is the 
political appointees who serve at all the agencies. That is how he 
controls those agencies. And it really is not necessary or warranted 
to have OIRA economists second-guessing those appointees. 

On Retaining Features of Executive Order 13422 

Mr. Broun. Okay. That brings up a whole other question but we 
are very close on the vote. We have less than 10 minutes now. One 
quick question too is, President Bush largely adopted President 
Clinton’s Executive Order. Are there any parts of President Bush’s 
Executive Order 13422 that should be kept by the Obama Adminis- 
tration? Let us start on the other end, Ms. Steinzor. 

Ms. Steinzor. No. 



99 


Mr. Broun. Completely throw them all away and not have any 
of 

Ms. Steinzor. 13422, which is the one, yes, I agree with the 
Obama Administration. I strongly support their effort to drop that 
Executive Order. 

Mr. Broun. Well, that is normal that that is rewritten every Ad- 
ministration. 

Dr. Coglianese. 

Dr. Coglianese. Well, I think the Bush amendments to the Ex- 
ecutive Order were largely symbolic through and through. I don’t 
think that rescinding it has changed much. I don’t think actually 
having approved it changed much. Perhaps the biggest change that 
it made was providing some information to OIRA about guidance 
documents that agencies are contemplating and that is certainly 
worth investigating further. 

Mr. Broun. Mr. Warren. 

Mr. Warren. No, I wouldn’t keep any of the elements. I would 
start with the Clinton Administration Executive Order and revise 
from there. 

Ms. Smith DeWaal. I would agree with Mr. Warren. 

Dr. Melberth. And I would agree with that as well. 

Mr. Broun. Just for the sake of time, Mr. Chair, I will just sub- 
mit the rest of the questions as written questions. 

Chair Miller. I have a great many questions as well. We do 
have time for Ms. Dahlkemper to ask some. We have seven min- 
utes left on the vote. 

Public Access to OIRA Communications 

Ms. Dahlkemper. I will ask a quick question and ask for just a 
quick answer from each of you. To what extent should OIRA’s in- 
ternal communications and its communications with agencies be 
made public? 

Dr. Melberth. We argue that they should all be made public. All 
those communications should become part of the rule-making dock- 
et. 

Ms. Smith DeWaal. We agree with that, and in addition they 
should have transcripts of meetings with regulated industry on any 
rule before them. 

Mr. Warren. We need much greater transparency in this area, 
both interactions with outside parties and any exchanges between 
OMB, other agencies and the agency in question that submitted 
the proposal. 

Dr. Coglianese. The trend has been toward greater trans- 
parency over time. How much more, whether there should be tran- 
scripts, whether we should have hidden cameras is not a question 
I have research background or a basis for opining. 

Ms. Steinzor. I agree with the first three panelists. 

Ms. Dahlkemper. Thank you very much. I yield back. 

Chair Miller. Thank you, Ms. Dahlkemper. 

Closing 

We will return to this issue. This is an issue on which we will 
continue to exercise our oversight responsibilities, particularly I 
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think other committees will as well. The first hearing — the Execu- 
tive Order I think provoked hearings both in this subcommittee 
and in the Administrative Law Subcommittee of the Judiciary 
Committee. So we will return and continue to pay particular atten- 
tion to how scientific information is used in rule-making but I 
think for today I want to thank all the witnesses. I know that Dr. 
Coglianese mentioned a study, not in his prepared testimony but 
in answer to a question, in response to a question. If any of you 
have referred to a study, if you could provide those to the Com- 
mittee and we can include in the record, that would be helpful. Dr. 
Broun. 

Mr. Broun. Mr. Chair, if you would yield just a second, I appre- 
ciate us coming back and reviewing this, and I particularly want 
to see once the Obama Executive Order comes out for us to look 
at the principles that he puts forth in his Executive Order and I 
think we need to look at it very closely. 

Chair Miller. I agree. 

The witnesses are now excused and the hearing is adjourned. 
Thank you very much for being here. 

[Whereupon, at 11:23 a.m., the Subcommittee was adjourned.] 
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Answers to Post-Hearing Questions 
Responses by Rick Melberth, Director of Regulatory Policy , OMB Watch 

Question submitted by Representative Paul C. Broun 

Ql. In your testimony (p. 3) you state that it is necessary “to make clear that OIRA’s 
role is limited and does not usurp the role of political leaders who lead agencies 
with direct statutory responsibility for regulatory decisions.” 

• Should agency-head’s decisions be elevated above that of the President (who 
is actually elected and accountable )? 

Al. The quote from page 3 of my testimony is itself a quote from a memorandum 
the authors of Advancing the Public Interest through Regulatory Reform submitted 
to President Obama’s transition team on December 24, 2008. There is nothing in 
the authors’ report or in the memoranda from the authors (submitted with the testi- 
mony) to either the transition team or to President Obama’s new OIRA team that 
states, suggests, implies, or should be read as a belief by the authors that an agency 
head’s decisions should be elevated above that of the President. 

In the December 24th memo, the authors who met with the transition team were 
responding to a specific question asked by the transition team about the authors’ 
vision of a new relationship between OIRA and the agencies. 

The memo makes clear, as does the report, that, in the view of the authors, OIRA 
should not be reviewing individual rules promulgated by agencies, but should be fo- 
cusing on “government-wide management issues” as the memo states later in the 
same paragraph. It is the agency heads who receive statutory delegations from Con- 
gress to promulgate rules, not OIRA. 

Logically, if OIRA is not reviewing individual rules developed by agencies, there 
would not he an opportunity for OIRA to usurp the regulatory decisions of those ap- 
pointed by the President and confirmed by the Senate. Under this revised relation- 
ship between OIRA and the agencies, OIRA desk officers, career civil servants who 
are not elected or accountable, would no longer be in the position of making “Yes/ 
No” decisions on agency rules, as the memo states in the next paragraph (also 
quoted in my testimony). 

Under Executive Order 12866 and its predecessors, OIRA has sometimes usurped 
the statutorily-delegated authority to agency heads. The report and subsequent 
memoranda consistently promote the principle that the statutory authority given to 
agency heads, combined with agencies’ expertise in these complicated rule-makings, 
should be given deference by OIRA even if that office continues to review individual 
rules. 

As noted in my testimony before the Committee (p. 2), the authors wrote in Ad- 
vancing the Public Interest report: “[T]here needs to be a fundamental restructuring 
of the interaction between OIRA and the agencies, placing greater priority on agen- 
cy expertise and statutory authority for decision-making.” (p. 16 of the report) 

Again, I wish to thank the Subcommittee for the opportunity to respond to Mem- 
bers’ questions, and for the opportunity to testify. 
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Answers to Post-Hearing Questions 

Responses by Caroline Smith DeWaal, Director, Food Safety Program, Center for 
Science in the Public Interest 

Questions submitted by Representative Paul C. Broun 

Ql. In your testimony (p. 3) you state that “agencies are beginning to shy away from 
using regulations at all.” 

• Do these new non-regulatory processes limit transparency ? 

Al. Extra-regulatory processes may be less transparent than notice and comment 
rule-making. This was not the case in the Salmonella program described on page 
8 of my testimony. There, the Food Safety Inspection Service (FSIS) followed a 
transparent process of publishing and taking comments on its plan to change how 
it uses the results from the Salmonella verification sampling program. I am not 
aware of a requirement that this always be the case. 

The issue is whether it is good policy to make normal rule-making channels so 
burdensome that agencies are induced to innovate extra-regulatory processes. 

Q2. In your testimony (p. 7) you state that “regulators must be able to bring new 
science to bear in preventing food-borne illness outbreaks.” 

Q2a. Is this a recommendation unique to food safety regulations, or would you advo- 
cate this for all regulations? 

A2a. My expertise is in food safety, so my remarks are confined to that field. How- 
ever, I believe that it would extend to many other agencies tasked with issuing 
science-based regulation. Such flexibility is essential. 

Q2b. What impact would this have if industry was also afforded the ability to al- 
ways bring “new science to bear?” 

A2b. The question carries an implication that new science may be used not only to 
improve processes, but also to challenge anew past regulatory actions. As a matter 
of good practice, industry should constantly bring new science to bear in improving 
processes and product quality. 

Where new science is used to challenge existing regulations, a petition process is 
available. Petitioning is an appropriate and transparent approach. Here, again, re- 
forming OMB would help expedite regulatory action. 

Q3. In your testimony (p. 9) you mention that performance standards for food safety 
were effectively reduced by 50 percent through the use of an innovative approach 
you dub “name and shame” without ever going through the regulatory process 
or OIRA. 

Q3a. Do you see this as a successful attempt at protecting the public without regu- 
lating, or a failure to regulate? In other words, was this good, or bad? 

A3a. This is innovation in the face of concerted efforts to thwart regulation through 
normal channels. As discussed in response to question 1, the use of these extra-reg- 
ulatory means indicates a systemic failure in the regulatory process. Although the 
FSIS action resulted in a benefit to the public, there is no reason to expect that will 
always be the case. 

Q3b. Is this what Cass Sunstein would refer to as a “nudge?” 

A3b. Richard Thaler and Cass Sunstein define a “nudge” as structuring choices in 
a way that “alters behavior in a predictable way without forbidding any options or 
significantly changing . . . economic incentives.” From the perspective of the af- 
fected plants, the FSIS action is nudge-like, but not a nudge, because processors 
who are named may suffer economic and inspectional burdens. Nor would a “nudge” 
be the appropriate means of achieving safety, since the option to operate in an un- 
safe manner must be forbidden if the goal is to protect public health (as opposed 
to public choices). From the perspective of downstream processors, retailers and con- 
sumers, the FSIS action may fit the definition since it provides information at little 
cost that allows the public to make better choices. However, I would not advocate 
for use of a “nudge” in matters of protecting public health. This is because the pub- 
lic does not always have actual access to information, and can make unrealistic as- 
sessments of the risk or the ability to mitigate the risk. It could also result in unsafe 
food being more readily available at a lower cost, creating an incentive to purchase 
less safe product. In the case of food-borne illness, using a nudge instead of specific 
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enforceable standards will result in segments of the public suffering preventable, se- 
vere health consequences. 

Q4. In your testimony (p. 14) you state that “these problems did not originate in the 
Bush Administration, nor will they necessarily disappear just by having dif- 
ferent people in charge.” 

• Why do you think this was such a partisan issue two years ago ? 

A4. The Bush Administration pushed the process to extremes. That drove the per- 
ception of partisanship because the Administration appointed officials who would 
enforce the President’s anti-regulatory political philosophy. However, issues like in- 
appropriate and overly burdensome reliance on cost-benefit analysis is not a strictly 
partisan issue. The Clinton Administration preserved an over-emphasis on cost-ben- 
efit in rule-making to protect the public health. 

Congress is the appropriate body for resolving political questions. 
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Answers to Post-Hearing Questions 

Responses by Cary Coglianese, Associate Dean for Academic Affairs, Edward B. Shils 
Professor of Law, Professor of Political Science; Director, Penn Program on Regu- 
lation, University of Pennsylvania 

Questions submitted by Representative Paul C. Broun 

Ql. Can you briefly walk us through the history of regulatory reform ? 

• Has it been a partisan endeavor, or a nonpartisan tool employed by various 
administrations ? 

Al. In light of the issues addressed at the April 30, 2009 the hearing, I will focus 
my answer on “regulatory reform” efforts that systematically require federal agen- 
cies to conduct analyses of the benefits and costs of regulations. 

Such requirements date back at least to the Nixon Administration, which in 1971 
established a “Quality of Life Review” process in the Office of Management and 
Budget (OMB) that, among other things, estimated the costs of significant new 
rules. After assuming office, President Gerald Ford adopted Executive Order 11821 
which required agencies to follow OMB requirements for “inflation impact state- 
ments” on significant regulatory proposals. 

President Jimmy Carter adopted Executive Order 12044 which required agencies 
to conduct analyses of the costs and benefits of proposed rules expected to have an 
annual economic impact of $100 million or more. OMB was charged with ensuring 
implementation of E.O. 12044, but President Carter also created a Regulatory Anal- 
ysis Review Group within the White House to review agencies regulatory analyses. 

President Ronald Reagan issued Executive Order 12291 which consolidated re- 
sponsibility for the White House’s oversight of regulations in the Office of Informa- 
tion and Regulatory Affairs (OIRA), an office created in 1980 by the Paperwork Re- 
duction Act. E.O. 12291 called for agencies to conduct a “regulatory impact analysis” 
describing the benefits and costs of proposed “major” regulations, i.e., those expected 
to have an annual impact on the economy of $100 million or more. E.O. 12291 also 
required agencies, “to the extent permitted by law,” to refrain from issuing new 
rules “unless the potential benefits to society for the regulation outweigh the poten- 
tial costs to society.” President George H.W. Bush retained E.O. 12291. 

President William Clinton adopted Executive Order 12866 that, generally speak- 
ing, retained the basic structure of regulatory analysis and review established under 
E.O. 12291. For example, agencies issuing rules with expected annual economic ef- 
fects of $100 million were still expected to conduct an assessment of benefits and 
costs, and the White House’s review of these assessment remained within OIRA. 
However, there were some differences in the language of E.O. 12866, as well as new 
obligations it placed on OIRA, such as time limits on its reviews and the public dis- 
closure of information about meetings with individuals from outside government. 
E.O. 12866 instructed agencies that, to the extent permitted by law, they should 
“propose or adopt a regulation only upon a reasoned determination that the benefits 
of the intended regulation justify its costs.” 

President Clinton also signed the Unfunded Mandates Reform Act that imposes 
a statutory obligation on agencies to conduct analyses of the benefits and costs of 
proposed rules expected to have an impact on states, local governments, or the pri- 
vate sector of $100 million or more in any single year (2 U.S.C. § 1632). 

President George W. Bush retained E.O. 12866. During his second-to-last year in 
office, he issued Executive Order 13422 that made several minor modifications to 
E.O. 12866, but nevertheless retained the core requirements for assessing the bene- 
fits and costs of significant rules. 

President Barack Obama revoked E.O. 13422 but has thus far retained E.O. 
12866. He has, however, called for OMB to develop recommendations for a new ex- 
ecutive order on regulatory review. 

As this brief historical account suggests, systematic efforts to require regulatory 
agencies to assess the benefits and costs of proposed regulations have been pursued 
by both Democratic and Republican Administrations. In addition, the statutory re- 
quirement for regulatory assessment found in Section 1532 of Title 2 of the U.S. 
Code was adopted following a vote of wide margins and broad bipartisan support 
in both houses (394-28 in the House, and 91-9 in the Senate). 

Q2. Do you think regulatory policies have more or less affect on initiatives than Pres- 
idential involvement ? 

A2. Regulatory policies reflected in statutes have significant effects on the rules 
adopted by agencies. Agencies depend on legislation for their authority to issue reg- 
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ulations, and their regulations must be consistent with statutory requirements. Ex- 
ecutive orders calling for agencies to conduct regulatory assessments have consist- 
ently acknowledged that agencies must adhere first and foremost to statutory obli- 
gations, even over the executive orders’ requirements. 

Whether statutes have more effect on agency regulations than Presidents will 
likely depend on several factors, including the level of Presidential interest in dif- 
ferent rules and the amount of discretion that different statutes afford the agency. 
A statute that provides only a general grant of rule-making authority to an agency 
(e.g., “regulate in the public interest”) will presumably have less of an effect on the 
rules an agency adopts than will a statute that imposes specific standards, criteria, 
procedures, and deadlines that agencies must follow when issuing new rules. 

Q3. Could you please clarify what you mean by “science’s role is to provide necessary 
but not sufficient input into policy decisions ?” 

A3. Making good policy decisions requires factual knowledge, so science is in that 
sense “necessary.” To solve a problem, policy-makers need to know the extent of that 
problem, its causes, and the likely effects of different potential solutions. These fact- 
oriented facets of policy decision-making are and should be informed by science. 
However, policy decisions call for more than just scientific or factual knowledge. 
They also require making value judgments too. For example, exactly how safe is 
safe enough when setting environmental standards? How should a homeland secu- 
rity regulation balance between protection from terrorism risks and protection of in- 
dividual privacy? At what level should automobile fuel economy standards be set if 
higher standards would lead to reductions in crash resistance and lower standards 
would contribute to emissions of greenhouse gases? None of these questions — or any 
of the myriad others like them that are inherent in making policy decisions in any 
context — can be answered by science. These are policy questions about what agen- 
cies “should” do — not questions about what “is.” That is why science, though nec- 
essary, is not sufficient by itself for making policy decisions. 

Q4. In section 109 of the Clean Air Act, legislators actual used the word “judgment” 
when describing how the Administrator is to determine the level of ambient air 
quality standards by an adequate margin of safety in order to protect public 
health. 

• How did this language get interpreted to mean that costs cannot be consid- 
ered? ' 

• If we are to avoid similar interpretations in the future, how would the lan- 
guage have to read ? 

A4. In its 1980 decision in Lead Industries Assn., Inc. v. Environmental Protection 
Agency, 647 F.2d 1130, the D.C. Circuit Court of Appeals first held that EPA could 
not take costs into consideration in setting ambient air quality standards. In reach- 
ing this interpretation, the court relied on the absence of specific language in Sec- 
tion 109 authorizing cost considerations to be included in the administrator’s “judg- 
ment.” The court noted that Section 109 only included mention of public health fac- 
tors, and observed that other provisions of the Clean Air Act (such as Section 111) 
did specifically mention that costs could be included. The court also found state- 
ments in the legislative history supporting the position that the Clean Air Act’s air 
quality standards were to be “technology forcing” and not constrained by feasibility 
or other economic considerations. 

In 2001, the U.S. Supreme Court reached the same conclusion about cost consider- 
ations in Whitman v. American Trucking Assns., 531 U.S. 457. Like the opinion in 
Lead Industries, the majority opinion in Whitman stressed that Section 109 only 
mentioned public health factors and that other provisions of the Clean Air Act (such 
as Sections 111 and 202) specifically authorized EPA to take costs into account. The 
majority reasoned that if Congress had intended to have the EPA consider costs, it 
knew how to direct the agency to do so. Since costs were not mentioned, the major- 
ity concluded that “[t]he text of § 109(b), interpreted in its statutory and historical 
context and with appreciation for its importance to the CAA as a whole, unambig- 
uously bars cost considerations from the [standard]-setting process.” 

To avoid similar interpretations by the courts in the future, Congress would need 
to mention, explicitly, costs as an authorized factor for agencies to consider when 
making regulatory decisions. Members of Congress should also be aware that simply 
by mentioning costs as a permissible consideration in one section of a statute, courts 
may construe other sections as thereby prohibiting the consideration of costs. 

Q5. Does the use of science as the sole justification for setting regulatory standards — 
like the particulate matter standards you referenced in your testimony — end up 
contributing to greater number of lawsuits challenging such rules ? 
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• Do you think if the EPA was able to air its true justification to the public for 
choosing one level or another that would alter the perception of their integrity ? 

A5. Given how the courts have construed Section 109, EPA’s continued invocation 
of science as a basis for its air quality standards has actually spared EPA from judi- 
cial reversal on statutory grounds. Assuming Congress changed Section 109, I have 
no basis for predicting that levels of litigation over EPA standards would change 
if the agency no longer justified its standards solely on the basis of science. I have 
empirically studied the litigation decisions made by industry and environmental 
groups, and these decisions are usually affected by the economic or environmental 
consequences of standards, which presumably would remain significant no matter 
how EPA attempted to justify them. 

Public perceptions and support for EPA rules are presumably based on a number 
of factors, including whether public attitudes generally favor greater environmental 
regulatory protection. Perceptions of EPA’s integrity are also likely based on a vari- 
ety of factors. As much as one might hope that EPA would enhance its credibility 
and reputation by being forthright about what role science can really play in justi- 
fying its policy decisions, it is possible that EPA actually strengthens perceptions 
of its integrity and support for its policy decisions by cloaking them in rhetoric 
about science, however untenable that may be as a conceptual and analytic matter. 

Q6. Your testimony calls for agencies to be up-front with the policy choices behind 
their regulations. 

• Other than restoring honesty and integrity into the regulatory process, what 
other benefits would be realized by such a policy ? 

A6. “Restoring honesty and integrity into the regulatory process” is certainly not an 
unimportant objective in its own right. Of course, getting better decisions by regu- 
latory agencies is also an important goal. For years, administrative law has tried 
to promote sound policy reasoning by agencies as a way of disciplining and improv- 
ing their policy decision-making. Agency decisions that are well-reasoned will cer- 
tainly be less prone to errors of rash decision-making, such as expediency, bias, or 
tunnel vision. Encouraging agencies to provide sound justifications for their deci- 
sions can also assist courts, Congress, and the public in overseeing agency policies. 

If agencies fail explicitly to grapple with policy factors that are nevertheless im- 
plicitly affecting their decisions, they can miss opportunities for making their deci- 
sions better. To use an example from the EPA’s air quality standards, I would refer 
the Subcommittee to the following passage from a published article of mine: 

If EPA considers costs implicitly to temper the outcomes of its standards, some- 
thing which it almost certainly has done, the question arises whether society 
would be better off if the Agency considered cost estimates explicitly rather 
than treating the issue of cost only implicitly. Express consideration of cost data 
may provide important information that can be used to set standards that are 
more cost-effective even without sacrificing health protection. This is because 
costs and benefits from air quality standards, like other regulatory standards, 
may exhibit discontinuities and non-linearities, which can only be discerned 
through careful analysis of cost functions. For example, EPA’s draft Regulatory 
Impact Analysis for ozone, published at the time of the Agency’s proposed rule, 
indicated that an eight-hour ozone standard set at 0.08 ppm based on the fifth 
rather than fourth highest annual concentration would provide roughly equiva- 
lent health protection but at approximately 20 percent lower cost. This analysis 
suggests that there is a discontinuity in the cost-effectiveness in tightening the 
standard from the fifth to the fourth highest annual concentration. Had EPA 
explicitly taken this information into account, it could have based the standard 
on the fifth highest annual concentration and saved the Nation over $1 billion 
per year without sacrificing health protection. 

Cary Coglianese & Gary Marchant, “Shifting Sands: The Limits of Science in Set- 
ting Risk Standards,” 152 University of Pennsylvania Law Review 1255-1360 (2004) 
(footnotes omitted). 

Q7. Has cost-benefit analysis ever been used to justify a regulation rather than sim- 
ply prevent one? 

A7. Yes. For example, the EPA regulation that called for the elimination of lead in 
gasoline, which is one of the most beneficial public health measures ever taken, was 
spurred into promulgation because of cost-benefit analysis. See Albert L. Nichols, 
“Lead in Gasoline,” in Economic Analyses at EPA: Assessing Regulatory Impact 
(Richard D. Morgenstern, ed., 1997). More recent examples can be found in the ac- 
count by former OIRA Administrator John Graham about how cost-benefit analysis 



108 


of regulations helped secure support for new regulations during the George W. Bush 
Administration. Of the EPA’s decision to reduce emissions from diesel engines, 
Graham writes that: 

OIRA helped the EPA persuade other federal agencies and the White House 
that another multi-billion-dollar regulation of the refining industry was worth- 
while. The rule was issued without any court order, with no statutory deadline 
in the Clean Air Act, and with no commitment made by the President during 
the 2000 campaign. In the absence of the favorable information on benefits and 
costs and the support from OIRA, I doubt whether the EPA would have issued 
this rule promptly, if at all. 

John D. Graham, “Saving Lives Through Administrative Law and Economics,” 
157 University of Pennsylvania Law Review 395, 468-469 (2008). 

Q8. Did President Clinton’s E.O. 12866 require agencies to conduct Cost-Benefit 
Analyses for proposed regulations ? 

• If so, what harm would come from simply requiring them to report the aggre- 
gate of the analyses they already conducted ? 

• Is this really such a big step? 

• What specific harm would come from this requirement? 

A8. Yes, Executive Order 12866 requires agencies to conduct analyses of the costs 
and benefits of significant proposed rules. Agencies are also required to make these 
analyses available to the public. 

To be able to address the other questions, I would need to know more about what 
a requirement to “report the aggregate” would entail. I would note that even high 
quality benefit-cost analyses do not always yield a single net-benefit number, some- 
thing that at least implicitly a proposal for aggregation would seem to demand. E.O. 
12866 does not require agencies to quantify all impacts (only when doing so would 
be feasible), let alone convert those impacts to dollar terms. One study has found 
that less than 30 percent of benefit-cost analyses produced by federal agencies pro- 
vide quantified net benefits. Robert W. Hahn & Patrick M. Dudley, “How Well Does 
the U.S. Government Do Benefit-Cost Analysis,” 1 Review of Environmental Eco- 
nomics and Policy 192-211 (2007). 

I would also note that benefit-cost analyses reflect ex ante predictions of the ef- 
fects of regulation. Either instead of or in addition to requiring the aggregation of 
benefit-cost analyses, Congress should consider requiring and funding more ex post 
evaluation research that would yield a better understanding of what the actual ben- 
efits and costs of regulation have been. See Cary Coglianese & Lori Snyder Bennear, 
“Program Evaluation of Environmental Policies: Toward Evidence-Based Decision 
Making,” in National Research Council, Social and Behavioral Science Research Pri- 
orities for Environmental Decision Making 246-273 (National Academies Press, 
2005). 

Q9. One of the criticisms of reporting the aggregate of an agencies cost-benefit anal- 
ysis is that it would create a “regulatory budget” that would be prime for cuts. 

• Do you believe this is a valid critique when data is already available individ- 
ually? 

A9. As noted in my response to question 8, I do not believe the data are currently 
available from individual benefit-cost analyses that would support aggregating sin- 
gle, point estimates of net-benefits across all analyses. Moreover, since benefit-cost 
analyses are supposed to inform decision-making, an attempt to force agencies to 
provide such a single number would often be ill-advised, as often the available 
knowledge simply does not permit an analyst to present a point estimate. Owing 
to uncertainty, usually quantified benefits and costs can only be best represented 
as ranges rather than point estimates. Owing to data availability or methodological 
limitations, some benefits and costs may simply be impossible to quantify at all, but 
could still be relevant for decision-makers to consider. 
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FOREWORD AND ACKNOWLEDGEMENTS 

In my 25 vcars of running OMB Watch. I have never seen a project quite like 
Advancing ihe Public Interest Through Regulatory Reform, the project that 
has generated the recommendations herein. What began as an OMB Watch 
project guided by a Steering Committee transformed into an exciting, organic 
process with a product no longer owned solely by OMB Watch. Instead, 
these recommendations are a product of 17 diverse regulatory experts. 

OMB Watch selected the members of the Steering Committee with three 
factors tn mind. First, they needed to bring expertise either about specific 
aspects of the rulemaking system or about specific regulatory policy areas. 
Second, they had to agree that the current regulatory system needed major 
reform Finally, they could not be anti- regulatory ideologues. These criteria 
left much room for various perspectives. In fact, what was striking about the 
Steering Committee was that the 17 people were not Uke-mmded in their 
ideas for regulatory reform. 

Such a process has its weaknesses and strengths. This product is clearly 
not the type of report that would be drafted by any one of the signatories, it 
reflects a consensus and acknowledges where we could not reach agreement. 
Of course, that may be its greatest strength: It represents a unified voice from 
diverse regulatory experts who are committed to finding solutions to fix a 
dysfunctional federal regulatory system. 

This report is a testament to the commitment of each of the participants and 
a recognition of the seriousness of the problems we were addressing There 
were many thorny Issues: any one of them could have resulted in intransigence 
and stalemate. But the members were willing to look at problems in new 
ways and offer solutions to improve the regulatory process rather than solely 
advancing their past ideas. As chair of this process, I want to thank each 
member of the Steering Committee for their steady work on this project. 

Yet none of this would have been possible without the outstanding staff 
work of Rick Melberth, who directs OMB Watch's regulatory program, 
and Matthew Madia, who ts an OMB Watch regulatory policy analyst. The 
two of them managed this entire project. More importantly, they served as 
"honest brokers," listening to diverse opinions and finding compromise. It 
is particularly commendable because they worked to represent the will of 
the Steering Committee. Their ability to reflect the diverse views of the 
committee is a tribute to their pledge to make this process work 

I also want to thank the many people who provided input and support along 
the way. One part of this project involved creating four task forces to advise 
us on the development of recommendations. The participants of those task 
forces arc listed in Appendix 4. However. 1 would like to personally thank 
the chairs for their work: Cary Coglianese of the University of Pennsylvania. 
Steven Croley of the Univ ersity of Michigan, Francesca Grifo of the Union of 
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Concerned Scientists, and Ruth Ruttenberg of the National Labor College 
Many of the ideas presented here had their seeds in the work of these task 
forces. 

This work would not be possible without the philanthropic support of the 
William and Flora Hewlett Foundation, the HKH Foundation, and the Open 
Society Institute, along with general support to OMB Watch provided by the 
Bauman Foundation and several anonymous donors. 

I would also like to thank other OMB Watch staff that helped with this 
project, including Brian Gumm, Paula Shoecraft, Barbara Western, and Sam 
Kim Brian provided editorial and planning assistance, while Paula led the 
efforts to generate the foundation support for the project. Barb and Sam 
provided logistical support during this long project. 

As one of the authors of these recommendations noted at the end of the 
process. 'We've come a long way...” It is my hope that we have reduced the 
distance that the new president will need to travel to significantly improve 
the federal regulatory system. 

Gary D. Bass 

Chair, Advancing the Public Interest Through Regulatory Reform 
Executive Director, OMB Watch 

November 2008 
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EXECUTIVE 

SUMMARY 



ADVANCING THE PUBLIC INTEREST 
THROUGH REGULATORY REFORM 

Federal regulations are critical elements to implementing public policy. They 
provide the protections we need to ensure that our food is healthy, our childrens 
toys are safe, our air and water are clean, dangers in our workplaces are 
reduced or eliminated, and our economy functions efficiently and effectively. 
Despite the importance of these essential governmental functions, for at least 
a generation, many politicians and social commentators have taken aim at 
these protections, flinging inflammatory rhetoric at governmental regulation. 

In light of the negative image of government regulations, Congress and the 
executive branch have imposed a number of requirements on federal agencies 
that direct them how and when to regulate Some hurdles were proposed by 
those intent on stifling regulatory government, w hile others came from those 
hoping to create a process that results in "smarter" regulation, Regardless 
of the reason, with the addition of each requirement, agencies have had to 
spend more time and resources to justify and complete rulemakings. For 
some agencies, it now takes more than a decade to implement a major rule. 

The current regulatory process no longer adequately protects the public. 
Examples of regulatory problems make national news almost daily: the crises 
in the housing and financial sectors; mine and crane collapses; contaminants 
in consumer products like toothpaste and pet food; contamination of spinach, 
jalapeftos, meat, and other foods; dangerous chemicals used in popular 
medicines; and the exploitation of our public lands and natural resources. The 
process is not only fraught with procedural hurdles, but is one that has been 
dominated by special interests. Americans not only expect their government 
to protect them from financial harm, but also from other dangers by providing 
common- sense protections and better enforcement. Most observers concur 
that the regulatory process is in need of serious repair. 


1 
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ADVANCING THE PUBLIC INTEREST THROUGH REGULATORY REFORM 



The new president and Congress must address this problem with urgency 
and precision in order to restore trust in government and protect the public 
good Government needs to change the quality of our rules; simplify the 
process by which they are made, reviewed, implemented, and enforced; make 
the process more transparent; and provide the resources necessary to make 
and implement wise decisions that serve the public good. 

The Steering Committee for the Advancing the Public Interest Through 
Regulator)' Reform project is comprised of 17 experts on the regulator) 
process, representing contrasting views about solutions to the problems. We 
began meeting 15 months ago and quickly agreed that this is a time when 
contrasting views are mitigated by the desire to fix a broken system We have 
put fortha setof 49 recommendations for the president and Congress premised 
on six principles that we believe should be embraced by government; 

1 . Regulatory decisions should be timely and responsive to public need. 

Timely action is a benefit to the public and all stakeholders. Government 
must active!)’ assess public needs, identify where regulatory gaps exist, 
and act to address such gaps. Regulator) decisions should be based on 
the best available information, balanced with the need to act in a timely 
manner. 

2. The regulatory process must be transparent and improve public 
participation. Openness, from pre-rulemaking to the publication 
of linal rules, is essential to meaningful accountability in the process 
The Internet age affords new ways of fostering meaningful public 
participation 

3. Regulatory decisions should be based on well informed, flexible 
decision making. There needs to be a premium placed on authority 
within regulatory agencies to decide what information is critical to 
effective regulations and to ensure those decisions reside with agency 
scientists and experts 

4. Authority to make decisions about regulations should reflect the 
statutory delegation granted by Congress. Federal agencies are given 
the responsibility to implement legislation and have the substantive 
expertise necessary to develop effective standards. That expertise 
should be recognized and provide the foundation for sound regulatory 
decisions. 

5. Agencies must have the resources to meet their statutory obligations 
and organizational missions. Resources are needed for addressing 
regulatory gaps, providingaccountability and transparency mechanisms, 
and meeting regulatory compliance and enforcement functions. 

6. Government must do a better job of encouraging compliance with 
existing regulations and fairly enforce them. In order to strengthen 
public protections and provide regulated communities with fair and 
predictable compliance approaches, agencies must be enabled to meet 
more effectively both current and new demands and work to Improve or 
create regulatory compliance programs. 
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EXECUTIVE SUMMARY 


ORGANIZATION OF THE REPORT 

The Introduction to the report. Chapter I. further explains some of the 
problems with the current regulatory process and our perspective on 
why it is so important to reform that process. Chapter II contains our 
recommendations to both the president and Congress for actions to take in 
the first 100 days of the new administration. Chapter III is divided into five 
sections that contain recommendations for how to: 1) improve regulations; 
2) restore integrity and accountability to the generation, collection, and use of 
information; 3) Improve the implementation and enforcement of regulations; 
4) increase the transparency of the process; and 5) improve mechanisms to 
allow greater public participation in the regulatory process. 

The following section highlights the recommendations we consider to be 
of highest priority, the ones most critical to making the regulatory process 
better serve the public interest. 


HIGH-PRIORITY RECOMMENDATIONS 

We urge the next president to give significant attention to fixing the regulatory 
process and to make this agenda an early priority. We recommend that on 
the first day in office, the new president impose a moratorium on finalizing 
any new regulations and review those rules finalized but not yet in effect, 
except those required by court order, statute, or necessary to meet regulatory 
emergencies. The moratorium should be in effect for 60 days pending agency 
review and reconsideration of these rules. This moratorium has become 
the pattern for new presidents. To set a new tone, however, we think the 
president should also instruct agencies on his views of the importance of 
using regulatory tools to protect the public and that the regulatory process 
should serve the public, not special interests. 

He should also announce his Intent to establish a blue ribbon commission of 
regulatory experts to recommend ways to speed up the regulatory process 
by reducing unnecessary analytical and procedural requirements imposed 
by statute or executive authority. The goal of this commission Is to make 
fundamental changes to the regulatory process so that rules are more 
effective, efficient, and timely. 

Analytical and procedural requirements are only part of the problem. Of 
critical importance is the need to address the relationship between the 
Office of Information and Regulatory Affairs, the White House office with 
the current responsibility for reviewing agency regulations, and the federal 
agencies charged under law with the responsibility for issuing regulations. 
As a first step, Executive Order 13422, which deals with regulatory review, 
should be rescinded. It places significant regulatory authority with Regulator) 
Policy Officers, displacing agency heads and adding inappropriate power to 
White House rulemaking judgments. 
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More directly, we believe that the White House has been too involved in the 
substantive review of agency rulemakings, at times disagreeing with agency 
experts and changing the science presented by the agencies. This needs to 
stop It is essential that any White House requirements on agencies' actions 
give agencies flexibility to apply regulatory assessment tools in a manner that 
makes the most sense for agencies’ missions and to ensure agency regulatory' 
actions are consistent with statutory requirements. 

We are in agreement that Executive Order 12866, Regulatory Planning and 
Review, is outdated and is no longer appropriate for today. This 1993 order 
outlines the process for agency and executive branch regulatory actions. We 
are not in agreement on w hether E.0. 12866 should be replaced, but if it is, it 
should adhere to the principles above and benefit from the recommendations 
presented by the blue ribbon commission. 

Cost-benefit analysis has been required by E.O. 12866, and OIRA has provided 
a prescriptive directive, Circular A -4,. Regulatory Analysis, on how agencies 
are to conduct such analysis We have differing views on the utility of cost- 
benefit analysis, but we do agree that prescriptive directives such as Circular 
A -4 should be curtailed. If there Is White House guidance on cost-benefit 
analysis. It should provide agency flexibility on how to do such analyses, 
including the option to decide if such analyses are to be done at all. 

We also have strong agreement on the principles that should steer any cost- 
benefit guidance: 

a. Cost-benefit analysis should only be used In ways consistent with the 
values expressed in statutory or judicial provisions; 

b Cost-benefit analysis is an analytical tool and should not be determinative 
in regulatory decision making unless specifically required by statute 
(i.e., it should be a source of information, not a decisional standard); 

c. information and assumptions used in cost-benefit analysis should be 
transparent and allow for the analysis to be replicated. The analysis 
should indude statements of uncertainty about the assumptions; 

d Cost-benefit analysis should disclose both quantitative and qualitative 
aspects - and utilize both when interpreting results; 

e Cost-benefit analysis should include an explicit statement about who 
benefits and who bears the costs; and 

f While It may be appropriate to have methodological questions about cost- 
benefit analyses conducted by federal agencies, the White House or other 
regulatory review agencies should never manipulate or alter results. 


Overall, we recommend reducing the emphasis on quantification in regulatory 
dedsion making, reestablishing the importance of statutes in guiding agency 
actions, and changing the use of cost-benefit analysis as a determining factor 
in decision making except when it is specifically mandated in statute. 
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Research and analysis are essential ingredients to effective rulemaking. 
Unfortunately, the integrity of the regulatory process has been seriously 
compromised by placing politics ahead of science and agency expertise. To 
fix this problem, the president should send a dear message early in the new 
administration that federal agencies will adhere to the highest principles of 
scientific integrity and independence. Regulatory development needs the 
best information that can be garnered from the scientific community, both 
within and outside of government. Agencies should be encouraged to restore 
needed collection and monitoring programs and address new information 
needs It is equally important that this information is used in an objective 
and transparent fashion as the foundation for decisions affecting the public 
interest. 

As indicated In the principles outlined above, transparency is a theme 
throughout this report Transparency in the rulemaking process leads to 
a greater sense of government legitimacy, provides an important tool with 
which to hold government officials accountable, and can enhance public 
participation. To improve transparency in the regulatory process, the federal 
government should adopt a strategy that moves toward a presumption of 
openness through all stages of the process, Including those stages where 
information and communications are not currently disclosed. 

Hie Internet age allows agencies to make information publicly available 
more easily than in the past, and interactive technologies allow users to more 
easily access Information Agency rulemaking dockets should be expanded to 
include a wide range of information related to the rulemaking and available 
In an easily searchable online format. All research, public or private, used 
in the rulemaking should be included in the rulemaking docket, along with 
substantive communications regarding a luJemaklng. Agency meetings, 
including those held to provide policy advice, should be as open as possible. 
Disclosure should begin upon creation of the rulemaking dockets and should 
occur as soon as possible after documents, communications, or other types 
of Information are available 

Lack of resources is a critical problem in regulatory agencies. From research to 
enforcement, resources - both human and financial - have been cut. Agencies 
are experiencing an exodus of experts as budgets are cut or level-funded, 
often in the face of increasing regulatory responsibilities. We understand 
that the recommendations in this report to make the regulatory process work 
more effectively again will not happen without additional funding. There is 
public, private, and congressional support for beginning to restore the ability 
of lederal agencies to respond to regulatory issues, even in a time of scarce 
federal resources Without sufficient financial and human resources and clear 
enforcement goals, these issues cannot effectively be solved. 

During the transition process, the president should ask agencies to review 
their regulatory budgetary needs for the current and next fiscal year to 
begin a process of restoring the personnel and research needed to once 
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again effectively provide public protections, especially the work to design, 
implement, and enforce rules Based on this information, the president 
should propose needed agency increases, and Congress should appropriate 
the requested funds. 

Also during the transition process, the president should assess last-minute 
regulations from the previous administration. Outgoing administrations are 
noted for a rush of late regulatory activity, often called "midnight regulations " 
We recommend the president and the new Congress review regulations 
promulgated in the last months of the previous administration to identify 
ways to stop ill-advised rules from going forward. This review should include 
an assessment of whether the Congressional Review Act's procedures for 
resolutions of disapproval are needed. 

The vision and the general thrust of the recommendations expressed in 
this report are supported by each of us, although not all of us agree on 
every recommendation or characterization. With a new presidential 
administration and a new Congress taking office in 2009, we believe there is 
a great opportunity to reform a regulatory system urgently in need of repair 
We hope these recommendations contribute to that important work. 
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ADVANCING THE PUBLIC INTEREST 
THROUGH REGULATORY REFORM 

Federal regulations are critical elements to implementing public policies. 
Together these regulations provide the protections we need to ensure that 
our food is healthy, our childrens toys are safe, our air and water are clean, 
dangers in our workplaces are reduced or eliminated, and our economy 
functions efficiently and effectively. Despite the importance of these essential 
governmental functions, neither the process for creating these protections 
nor the protections themselves receive much public attention until we 
discover they do not work or are not there at all 

With the growth of regulatory government, many politicians and social 
commentators have taken aim at these protections, flinging inflammatory 
rhetoric at governmental regulation: red tape, burdensome paperwork, 
bureaucrats run amok, and big government are just some of the invectives 
used. For 28 years, a philosophy of de-regulation and weak oversight has 
prevailed in Washington. The recent financial crisis affecting nearly every 
aspect of American life demonstrates the importance of having common 
sense protections and meaningful oversight. When it comes to Wall Street, 
few today would say "less regulation is better regulation" 

Americans expect their government to protect them not only from financial 
harm but also from other dangers by providing common- sense protections 
and better enforcement. Virtually every day, there Is news of food-borne 
illnesses, unnecessary workplace Injuries, health problems emanating from 
environmental hazards, and other dangers. The majority of the public expects 
our government to ensure that the food we eat, the water we drink, the air we 
breathe, the items we buy, and the places we work are safe. 1 

This national election was largely about the need for change, including 
the way government approaches these public protections. Thus, the new 
administration has an opportunity to demonstrate that government will once 
again provide sensible protections to safeguard them and ultimately change 
the way we think about "government regulation."* But it must act now. 

Government needs to change not only the substance of our rules but also 
the process by which they are made, reviewed, implemented, and enforced. 
Government needs to streamline the regulatory process, open it up and make 
it more transparent, link It more effectively to the expert community and the 
public that it serves, and give it the resources it needs to make and implement 
wise decisions that serve the public good. 

I his report is the work of the Advancing the Public Interest Through Regulatory 
Reform project - a group of 17 regulatory experts with varying perspectives 
on the regulatory process We begin with a set of basic principles that 
should guide the thinking about regulatory reform. We then lay out a plan 
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for regulatory reform for the president and the Congress to take up in the 
first 10U days. Finally, we recommend a series of ongoing reforms aimed at 
creating a regulatory process that Is open, inclusive, and efficient. 

Ultimately, we envision governance that elevates the importance of sensible 
regulation and protects the public from harm. This vision relics on six 
principles that the next president should embrace: 

1. Regulator)' decisions should be timely and responsive to public need. 

It takes far too long to complete most rules. Timely action is a benefit to 
public and business interests. Government must actively assess public 
needs, identify where regulatory gaps exist, and act to address such gaps. 
Regulatory decisions should be based on the best available Information, 
balanced with the need to act in a timely manner. 

2. The regulatory process must be transparent and improve public 
participation. Too many important regulatory decisions are made 
behind closed doors. Openness, from pre-rulemaking to publication. 
Is essentiaj to meaningful accountability. The Internet 3ge affords new 
ways of fostering meaningful public participation. 

3. Regulatory decisions should be based on well informed, flexible 
decision making. The current regulatory process consists of 
unprecedented levels of suppressing, altering, and discrediting the 
information used to support regulatory decisions. There needs to be 
a premium on placing authority within regulatory agencies to decide 
what information is critical to effective regulations. 

4. Authority to make decisions about regulations should reflect the 
statutory delegation granted by Congress. Federal agencies are given 
the responsibility to implement legislation and have the substantive 
expertise necessary to develop effective standards. That expertise 
should be recognized and provide the foundation for sound regulatory 
decisions. 

5. Agencies must have the resources to meet their statutory obligations 
and organizational missions. For decades agency resources - human, 
financial, and organizational - have been cut or have not matched 
the growing responsibilities agencies have for implementing their 
statutory mandates, Resources are needed for addressing regulatory 
gaps, providing accountability mechanisms, and meeting regulatory 
compliance and enforcement functions. 

6. Government must do a better job of encouraging compliance with 
existing regulations and fairly enforcing them. Agencies have too 
often been discouraged or prevented from using their compliance 
and enforcement tools to achieve effective compliance. In order to 
strengthen public protections and provide regulated communities with 
fair and predictable compliance approaches, agencies must be enabled 
io more effectively meet both current and new demands and work to 
improve regulatory compliance. 
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OUR PERSPECTIVE 

The Advancing the Public Interest Through Regulatory Reform project was 
conceived during a time when regulatory problems were making national 
news Mine and crane collapses killed workers; contaminants in toothpaste, 
pet food, and other products shipped from overseas made people and animals 
sick; contamination of spinach, jalapefios, meat, and other foods caused 
death and illness; dangerous chemicals were used in popular medicines; over- 
the-counter cough syrups were withdrawn because of hazards to toddlers; 
public lands and natural resources were exploited; endangered species and 
the climate went unprotected; and the housing and financial sectors began 
to collapse. In some instances, business interests are calling for better and 
stronger regulations to help reassure the public that their products are safe. 
Public interest advocates argue that these examples, and others, are a result 
of putting politics above the public interest. 

It is our view that the new president and Congress must take decisive action 
to fix a regulatory system that, after a generation of attacks, has become 
dysfunctional. Quick action is needed to restore trust in government and 
better serve the public. 

A key part of the ‘Reagan Revolution" was reducing regulation in the name 
of cutting government red tape. Operating on the principles of limited 
government and marketplace supremacy, the Reagan administration put 
forward a centralized regulator)' review process controlled by the Office of 
Management and Rudget (OMB) that imposed on agencies a central role for 
cost-benefit analysis in assessing the utility of a regulatory proposal. From 
the early 1980s to today, through legislation and various executive actions, 
there have been a number of requirements imposed on agencies to perform 
detailed analyses, focused on costs in particular, before moving forward with 
new regulation. 1 With the addition of each requirement, more and more lime 
and resources are needed by agencies to complete rulemakings. Thus, a key 
part of the problem today is that it takes too long to get rules completed. 

Seldom, if ever, has there been an effort to reduce the complexity of 
requirements imposed on agencies - the internal red tape. As a result, a 
number of students of the regulatory system criticized the process as 
"ossified.' 1 Recognizing the growing list of requirements agencies must go 
through in order to finalize a rule, one study identified a comprehensive list of 
these requirements.* The list identified 1 10 requirements under 20 different 
law s, executive orders, and other policy pronouncements that agencies must 
follow. Since this study was published In 2000. there have been additional 
requirements imposed. For some agencies, it now takes more than a decade 
to implement a major rule. 

Because the current regulatory system is so severely weighed down with 
procedural and analytical delays, we have tried to propose recommendations 
that do not impose additional burdens on regulatory agencies. The one 
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exception to this general rule is in the area of transparency As we note 
above in the second principle, openness is critical to meaningful government 
accountability and much easier to accomplish with current information 
technology. The need to know what our government is doing and to 
participate fully as informed citizens requires the availability of information. 
As a result, government transparency and disclosure, and the public's right 
to know, are themes that run through this entire report. 

The vision and the general thrust of the recommendations in this report are 
supported by each of us, although not all of us agree on every recommendation 
or characterization. With a new presidential administration and a new 
Congress taking office in 2009, we believe there is a great opportunity 
to reform a regulatory svstem urgently in need of repair. We hope these 
recommendations contribute to that important work. 


ENDNOTES 

I Sec. for example, a nationwide Harris poll of adults taken October 16-23. 2007 found 
53 percent believed there was too little government regulation around environmental 
protection; only 21 percent thought there was too much regulation In another 
Harris poll of adults, from October 9- IS, 2007. a majority of Americans believed oil. 
drug, and health insurance companies should be more regulated At least 41 percent 
wanted more regulation of HMDs, gas and electric utilities, and tobacco. 

2. Federal regulations, or rules, are "the whole or a part of an agency statement 
of general or particular applicability and future effect designed to implement. 
Interpret, or prescribe law or policy or describing the organization, procedure, or 
practice requirements of an agency*, according to the Administrative Procedure 
Act (APA) 5 USC $551(4), the principle federal law governing how agencies make 
rules to implement legislative mandates from Congress. In this report, the terms 
‘regulations." 'rules," and "protections" include regulations (the products of the 
rulemaking process), orders (the products of adjudicatory proceedings including 
permits and licenses), and dcregulatory actions. 

3. One outcome of these requirements is that the burden imposed on the regulated 
community has come to dominate considerations of regulations, except when 
explicitly stated otherwise in law. 

4. Thomas McGarity has been making these arguments for more than 15 years. He 
argues that there is an ‘increasingly rigid and burdensome" federal regulatory 
process See Thomas O. McGarity. 'Some Thoughts on "Deossifying" the Rulemaking 
Process," Duke Law Journal, vol 41 (1992). pp 1385. 1385-86 Four years later, during 
debate over the Contract with America. McGarity makes the "paralysis by analysis' 
argument in Thomas O McGarity. 'The Expanded Debate Over the Future of the 
Regulatory State,' University of Chicago Law Rev iew, vol. 63 (1996), pp. 1463. 1523 

5 Mark Seldenfeld, "A Table of Requirements for Federal Administrative Rulemaking;' 
Florida State University law Review, vol. 27 (2000). pp 533. 533-545 
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CHAPTER 2: 

THE FIRST 100 DAYS 


This chapter identifies recommendations that President-Elect Obama 
should implement within the first 100 days of his administration. Those 
recommendations are followed by legislative action that should begin in 
the first 100 days of the 111 " Congress. 
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1. Place a moratorium on finalizing any new regulations, and review those 
rules finalized but not yet in effect, except those required by statutory 
deadlines, court order, or necessary to meet regulatory emergencies, for 60 
days pending agency review and reconsideration. 

Most recent presidential administrations have developed regulations in the 
closing days and months of their administrations that reflect that outgoing 
president's policy priorities. These "midnight regulations" may be hurriedly 
developed without full vetting or careful consideration. 

Some midnight regulations may still be winding their way toward completion 
as a new president takes office. The new president should issue a 60-day 
moratorium on all rules not yet finalized, giving his appointees time to 
adequately review them. The moratorium should be announced in a 
memorandum to agency heads on the first day in office in January 2009. 
Moratoria have become standard operating procedure for Incoming 
administrations to stop any regulations that are in the pipeline that may be 
inconsistent with the new president's policies and priorities. 

For those midnight regulations the previous president finalized and 
published, the new administration should review any final rules not yet in 
effect. If new rules that have not been implemented need reconsideration, 
the administration should determine the approaches that can be employed 
to change or rescind a rule on a case-by-case basis. 

2. To set a new tone for the new administration, the president should 
pursue the timely appointment of qualified individuals to regulatory 
agencies critical to protecting the public. In the past, presidents have 
too often appointed people to head agencies who were either unqualified 
or were too closely tied to interests they are asked to regulate as agency 
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leaders. These appointments often have had severe consequences for the 
interests public protections are intended to serve. If a president appoints 
officials who formerly worked for the industries they will now oversee, the 
president and Congress need to ensure that the appointee will work in the 
publics interest 

The new president should draw attention to the importance and uniqueness 
of regulatory agencies by quickly appointing qualified people with the 
knowledge, technical expertise, and management skills to restore these 
agencies to the mission of protecting the public. 

3. Increase agency funding for regulatory implementation and 
enforcement. Regulatory agencies urgently need more resources to meet 
their statutory obligations and organizational missions, as well as for 
regulatory compliance and enforcement. (See Recommendation Cl.) The 
new president will immediately need to begin preparing his budget proposal 
for FY 2010 The president elect should ask agencies to review their budgets 
to identify data gaps, restore needed collection programs, and address new 
areas of information needs as they are confronted with new regulatory 
problems, and for developing and enforcing regulations. Once the new 
president takes office, any changes to agency budget requests should be 
submitted to OMB to help the president in preparing budget revisions for 
Fiscal Years 2009 and 2010. 


The president should form a blue ribbon commission to analyze the 
regulatory process with the goals of examining existing requirements and 
reducing unnecessary delay. The president should establish a blue ribbon 
commission of experts on federal regulation, including those who may work 
in government, to: (a) identify existing regulatory requirements imposed by 
statute, by executive branch policies, and by organizational barriers: (b) make 
recommendations for changes in regulatory executive orders, directives, and 
memoranda in order to reduce delays in the rulemaking process; and (c) make 
recommendations for changes in statutory and procedural requirements in 
order to reduce delays. The commission should be created within the first 
100 days of the administration and the results sent to the president within six 
months. The president should use this report as a basis for making changes to 
executive orders and other regulatory policy pronouncements as identified 
below. 

We arrived at the decision to recommend a blue ribbon panel from our 
discussions about the many requirements - assessments, directives, 
legislative requirements, etc. - that create burdens on agencies as they try to 
promulgate regulations in a timely and flexible manner. Some of us felt that 
the Small Business Regulatory Enforcement Fairness Act (SBREFA), along 
with risk assessment, peer review, and other requirements, have caused 
unnecessary delay. Others focused on different analytical requirements 
or institutional barriers Although many people have different opinions 
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about which of these requirements are burdens and which are necessities, 
we agreed that serious reform should start by considering the removal of all 
such requirements from the process and then the addition of requirements 
deemed essential to efficient, effective, and timely rulemaking. A balanced 
blue ribbon panel of regulatory experts may be the most thoughtful way of 
achieving this broad evaluation of the process. 

The commission should assess the costs Involved tn rulemaking. There is not 
reliable information about how much it costs agencies to develop rules or the 
costs of the procedural burdens imposed on agencies by various directives 
and assessments. 

The president should use the results from the commission to consolidate 
needed analytical requirements and procedures so that agencies, Congress, 
and the public are clear about steps the president is imposing beyond those 
required by statute. Additionally, the president should ask Congress to 
remove or modify statutory requirements that are unnecessary or reduce 
agency flexibility in addressing regulatory needs. The president should use 
the report as the basis for suggesting to Congress a thorough reexamination, 
consolidation, and simplification of all statutes concerning rulemaking. 

Congress should use the commission's work to address changes in the 
structure of the regulatory process, including 1) legislative reforms to the role 
of agencies, and 2) legislative reforms that address the role of the executive 
branch in the regulatory process (such as changes to the Paperwork Reduction 
Act. the Regulatory Flexibility Act, etc.) 

Examining Procedural Requirements 

The extensive number of analytical requirements and procedural hurdles are 
key factors in causing agency delay in promulgating rules. 1 The commission 
should review statutes, executive orders, legislative provisions, and other 
procedural requirements currently imposed on agencies in developing and 
promulgating regulations. This broad review should include requirements 
that may not only affect a few agencies (such as panels created under the 
Small Business Regulatory Enforcement Fairness Act) but also government- 
wide requirements (such as assessments on private property rights and the 
impacts on children) The commission should then recommend executive 
and legislative branch actions to reduce delay from unnecessary burdens and 
lead to better protections and potential costs savings. 

Executive Order 12866, Regulatory Planning and Review 
The commission should also examine the appropriate relationship among 
agencies and between agencies and White House offices such as the Office 
ol Information and Regulatory Affairs (OIRA). This review should occur 
with a locus on reducing procedural delays in the regulatory process. One 
important aspect of the review should be an examination of Executive Order 
12866. Regulatory Planning and Review. The order establishes the president's 
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policies regarding White House review of agency regulatory activities and 
establishes the relationship between the White House and the regulatory 
agencies. 

Many strongly oppose centralized White House review, and there are 
equally strong proponents. The Steering Committee does not have a 
recommendation about whether there should be White House review of 
regulation, but the Committee does believe that if such review continues, 
it must be done In a manner far different than the past 28 years. The 
White House, including OMB. cannot continue to micromanage agency 
regulations. 

This has significant implications for E.O. 12866, as this order (and us 
predecessor, E.O. 12291) has served as the vehicle for defining White House 
review of regulations and requirements imposed on agencies. Accordingly, 
we believe: 

1. That E.O. 12866 is outdated and should no longer continue to be used; 

2. That there needs to be a fundamental restructuring of the interaction 
between OIRA and the agencies, placing greater priority on agency 
expertise and statutory authority for decision-making: and 

3. That the era of Imposing simplistic one-size-fits*all approaches to 
rulemaking in agencies by White House offices must end. 


Wc are divided about whether any executive order is needed to replace E.O. 
12866. If the president chooses to replace the order, we do agree that the 
restructuring or replacement of the order should be a product of the blue 
ribbon commissions careful review. Wc strongly urge the president to ensure 
that any new order streamlines or eliminates requirements that unnecessarily 
cause delay, encourages agency flexibility in addressing regulatory issues, 
and respects both the statutory authority and the expertise that regulatory 
agencies have in the rulemaking process The locus of decision making 
authority should reside in the federal agencies given the legal mandate to 
promulgate regulations. 

5. The president should appoint a qualified administrator for the Office of 
Information and Regulatory Affairs within the Office of Management 
and Budget whocanleadtheofficeinfulfitlmcntofits statutory obligations 
and transform the role of OIRA. There has been great controversy over 
the role of OIRA in regulatory affairs because of its control over regulatory 
information and decisions. In this role, it has strayed from its responsibilities 
under the Paperwork Reduction Act and created procedural hurdles In 
the regulatory process. Too often. OIRA has usurped agency authority by 
forcing agencies to use certain standards, to rely solely on specific research 
that bolsters OIRA’s point of view', and to change results in agency analyses 
In order to achieve outcomes the office wants. 


16 


134 


THE FIRST 100 DAYS RECOMMENDATIONS FOR PRESIDENT-ELECT OBAMA 


The new administrator must change the role of OIRA. altering its substantive 
engagement in Individual rules. We recognize that the president has a right 
to pursue consistency between agency decisions and his priorities. Also, 
the president exerases some control over regulatory decisions through 
the appointment and removal of agency heads. When conflicts arise over 
substance - whether between an agency developing a rule and the president 
or between two or more agency heads - the president (or more likely his 
designee, currently the OIRA administrator) should consult with agency 
heads, recognizing the legal responsibility of those appointed by the president 
to implement congressional delegations of authority, including regulatory 
responsibilities. 

The new OIRA administrator should be well versed in issues pertaining 
to information resources management, including those dealing with 
dissemination of information, particularly since information management 
is the statutory responsibility of the office. The administrator should be 
charged with coordinating the recommendations from the blue ribbon 
commission (see Recommendation 4 above) that the president approves 
and assisting agency heads in implementing them. The president should 
appoint a person who is committed to and qualified to lead OIRA in this 
revised role. 

6. The president should rescind E.O. 13422 immediately. Tne executive 
order, issued in january 2007, places significant rulemaking authority in 
Regulatory Policy Officers, displacing agency head authority and adding 
more power to White House rulemaking judgments The E.O. requires that 
Regulatory Policy Officers approve the initiation of any rulemaking. Concerns 
have been raised about the constitutionality of delegating this authority and 
about placing the authority for initiating a rulemaking, especially in very 
large agencies, in one person's hands. In addition, the order is overly broad 
in its definition of what constitutes guidance from agencies, allowing OIRA 
to control the substance and timing of disclosure for information clearly not 
intended to Impact rules. The elimination of E.O. 13422 should be announced 
at the same time as the 60-day moratorium on publishing new rules. (See 
Recommendation 1 above.) 

7. The president should improve executive branch transparency by 
replacing the Ashcroft memorandum with another memorandum 
directing agencies to make more information publicly available. 

On October 12, 2001, then-Attorney General John Ashcroft issued a 
memorandum urging federal agencies to exercise greater caution in disclosing 
Information requested under the Freedom of Information Act (FOIA). The 
Ashcroft memo prompted agencies to unnecessarily withhold government 
information from the public and, by pushing agencies to resist the public over 
FOIA requests, worsened the FOIA backlog. Ashcroft's memo superseded a 
1993 memorandum from then-Attorney General Janet Reno that promoted 
disclosure of government information under FOIA unless it was “reasonably 
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foreseeable that disclosure would be harmful” The Reno memo created an 
agency climate in which officials were more likely to share information with 
the public when responding to FOI A requests. 2 The president should instruct 
the new Attorney General to embrace the policy direction of the Reno memo 
and to reverse the Ashcroft memo. He should do so as soon as possible to 
send a message that the new administration favors a presumption of greater 
transparency. (See Recommendation D.3.a.) 


ENDNOTES 

1. We recognize that analytical and procedural requirements are not the sole reason for 
agency delay and inaction. In fact, when an administration wants to move quickly 
on a regulation, it has found a way to do so notwithstanding the many requirements 
that must be hurdled. Nonetheless, we agree that the existing requirements have 
been layered one on top of the other, creating hoops that are r.o longer meaningful 
and indeed add to the ossification. 

2. Because this report addresses the rulemaking process, the focus here is on the 
benefits of disclosing information on domestic policy issues, not foreign policy or 
national security matters. However, to the best of our knowledge, the push for greater 
disclosure under the Reno memo never led to the release of government information 
that risked our national security or public well-being. 
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1. Use the Congressional Review Act (CRA) to stop ill-advised 'midnight 
regulations” from the previous administration. The CRA allows Congress 
to enact a resolution of disapproval within 60 session days in the Senate and 
60 legislative days in the House of a rule being promulgated. The resolution 
follows an expedited process that cannot be amended or filibustered, but, if 
passed by a majority in the Senate and House, it is sent to the president. For 
final regulations submitted to Congress with less than 60 session days in the 
Senate or 60 legislative days in the House before Congress adjourns sine die, 
the rule is carried over to the next session of Congress. The new Congress 
has 15 legislative days (House) or session days (Senate) before the 60-day 
clock is restarted. Depending on when the 1 10** Congress adjourns, final 
regulations published in early June 2008 could still be subject to the CRA in 
the 111"' Congress. 

Within 15 legislative days (House) and session days (Senate), the 111 01 
Congress should review regulations published in 2008 that fall within the 
CRA time limits and determine whether it should proceed with a resolution 
of disapproval. 

2. As the new Congress organizes itself, it should clarify committee 
jurisdiction and reassert its responsibilities for review and oversight of 
cross-cutting regulatory issues. Each congressional committee oversees 
agency actions, including regulatory actions. For government-wide 
regulatory process issues, oversight can be in various committees, including 
those dealing with government operations, administrative law, and science. 
In the past. Congress has been lax in overseeing regulatory issues, creating an 
imbalance between the executive and legislative branches in their respective 
responsibilities to see that agencies are meeting their organizational 
missions. 
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Two things need to happen early In the 111“ Congress. First, leaders in the 
House and Senate need to clarify committee jurisdiction for government- 
wide regulatory matters. Where overlapping jurisdiction exists, clarifying 
committee jurisdiction would help. Second, the appropriate committee 
chairs need to commit to meaningful oversight, which includes using the 
resources of the Government Accountability Office, the Congressional 
Research Service, and the Congressional Budget Office, and responding with 
legislative changes where needed. 

3. Increase agency funding for regulatory implementation and 
enforcement. Agencies need more resources immediately to meet their 
statutory obligations and organizational missions, as well as for regulatory 
compliance and enforcement. (See Recommendation C.l.) For FY 2009, as 
Congress addresses the expiring continuing resolution to provide funding 
for government agencies in March, it should begin to provide the resources 
for agencies to identify data gaps, restore needed collection programs, and 
address new areas of information needs as they are confronted with new- 
regulatory problems, and for developing and enforcing regulations 

4. Strengthen federal protections for whistleblowers by passing pending 
legislation in both chambers. Federal government and private sector 
whistleblowers serve as important checks on government misconduct in the 
regulatory process. Congress began addressing whistleblower protections in 
the 1 KT Congress in proposed and completed legislation that may form the 
basis for further strengthening accountability. (See Recommendation B.2.) 
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IMPROVING THE 
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THE PROBLEM 

There are two related problems that affect the quality of regulations and the 
timeliness with which they are promulgated. First, the number of analytic 
requirements imposed on agencies has grown in number and complexity. 
These requirements are now so vast that their sum significantly delays most 
rulemakings without necessarily improving the quality of the regulations. 
These requirements need to be rationalized, simplified, and in manv cases 
deleted. 

Second, the application of some of these analytic requirements has tilted 
regulatory outcomes decidedly in favor of regulated interests. Regulatory 
outcomes are often determined by the application of analytical techniques 
that are mostly used to narrow the criteria by which regulatory standards 
are set or to justify not regulating at all. Agencies are increasingly forced into 
regulation-by-numbcrs Some quantitative analyses can be helpful in the 
regulatory process, but they should not be determinative (i.e., not a decisional 
standard) or unnecessarily imposed on top of statutory mandates. Many of 
these tools hide assumptions that exist in conducting quantitative analyses; 
these assumptions can significantly affect the outcome of the analyses. These 
analyses may also ignore or diminish that which cannot or should not be 
quantified. 

Presidents since Ronald Reagan have required agencies to send a cost- 
benefit analysis to the White House Office of Information and Regulatory 
Affairs (OIRA) for major or significant rules. OIRA has frequently used its 
power as a regulatory clearinghouse to delay or reject agency draft rules, 
not only on the merits of policy proposals, but because it finds fault with 
the accompanying analyses. The cost-benefit analysis has been elevated to a 
key factor in OIRA's decision making, at times conflicting with the agency's 
statutory mandate 
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The complexity of risk assessment and cost-benefit calculations can also 
delay regulation. Because agencies are required to complete certain analyses 
before proceeding with a rulemaking, difficulties in researching or composing 
analyses or disagreements over how to quantify factors can delay completion 
of an analysis, and therefore slow the movement of actual policy. 

As currently employed, cost-benefit analysis results not mst in the 
quantification of costs and benefits, but alsom an even narrower quantification 
- the monetization of cost and benefits to arrive at a "net benefit" calculation, 
a single dollar number. Cost-benefit analysis hides the uncertainty involved 
in measuring the costs to society of regulating hazards in certain ways. For 
example, estimating the monetized benefits from preventing future incidence 
of cancer generally involves the application of controversial methods and 
assumptions. Furthermore, cost-benefit analysis ignores altogether both costs 
and benefits that can't be quantified. Even as presidential executive orders 
encourage the use of non-quantifiable elements in the cost-benefit analysis 
equation, the use of "net benefits" ultimately means that non-quantifiable 
factors are removed in favor of subtracting dollar costs from dollar benefits. 

Moreover, calculations of costs and benefits rarely acknowledge market 
transformations that may occur when businesses adapt to new rules. For 
example, compliance costs may drop as new technologies are employed 
These market changes are excluded from agency analyses. 

The one-size-fits-all approach to cost-benefit analysis calculations in 
regulatory analysis is expensive and time-consuming and often provides an 
incomplete and inaccurate assessment of the costs and benefits of various 
policy alternatives. Cost-benefit analysis systematically overstates the costs 
of potential rules and systematically underestimates the benefits of potential 
rules because of its focus on quantification. 

Congress has passed many public health, worker safely, and environmental 
quality statutes designed to improve the quality of life in America: for 
example, the Clean Air Act; the Clean Water Act; the Occupational Safety and 
Health Act; the Mine Safety and Health Act. the Transportation and Motor 
Vehicle Safety Act: the Consumer Product Safety Act; the Comprehensive 
Environmental Response, Compensation, and Liability Act, the Toxic 
Substances Control Act; and the Resource Conservation and Recovery Act. 
In passing these statutes. Congress made a conscious choice to make public 
health and safety the highest priority, not the costs of achieving it. 


SUMMARY OF RECOMMENDATIONS 

The recommendations below aim to counter the increasing trend toward 
quantification in regulatory decision making. Data and information can 
be critically important to quality regulation, identifying unmet needs, 
and executing smart policymaking. Nonetheless, the problems regulatory 
statutes address are complex, and solutions defy a simple numeric answer 
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Most importantly, these recommendations caJI for scaling back the use of 
cost-benefit analysis as a determining factor in regulatory decisions, for 
reestablishing the primacy of statutory provisions to guide the promulgation 
of rules, and eliminating White House directives that instruct agencies on 
how and when to use cost-benefit analysis. 


DETAILED RECOMMENDATIONS 

A.l. Regulatory solutions and the analysis of regulatory alternatives should 
be consistent with statutory provisions. If a statute directs agencies to 
promulgate regulations according to standards of best available technology 
or with an adequate margin of public health protections, for example, the 
regulatory options should follow that statutory mandate. This fundamental 
principle must be followed if the president decides he wishes OIRA to 
continue transactional reviews of individual significant regulations. 

A.2. To the extent that cost-benefit analyses arc done, they should be guided 
by a set of core principles. We have differing perspectives on the utility of 
cost-benefit analysis as a tool for regulatory decision-making, and therefore 
have no recommendations on methods for conducting such analyses We 
unanimously agree, however, that OMB's prescriptions for a one-size-fits-all 
approach to all agency cost-benefit analysis, such as Circular A-4, "Regulatory 
Analysis," are not the right approach. If the White House or OMB chooses 
to issue guidance regarding cost-benefit analysis, there must be flexibility' 
for agencies to use this tool in a w'ay that allows agencies to pursue their 
organizational missions; this principle means that for some agencies, it may 
be inappropriate to use cost-benefit analysis. To the extent that agencies 
choose to use cost-benefit analysis, we have unanimity on principles that 
should guide the use of these analyses within the federal government,- 

a. Cost-benefit analysis should only be used in ways consistent with the 
values expressed in statutory' or judicial provisions, 

b. Cost-benefit analysis is an analytical tool andshoutd not be determinative 
in regulatory decision making unless specifically required by statute 
{i.e., it should be a source of information, not a decisional standard); 

c. Information and assumptions used in cost-benefit analysis should be 
transparent and allow for the analysis to be replicated. The analysis 
should include statements of uncertainty about the assumptions; 

d Cost-benefit analysis should disclose both quantitative and qualitative 
aspects - and utilize both when interpreting results; 

e. Cost-benefit analysis should include an explicit statement about who 
benefits and who bears the costs; and 

f. While it may be appropriate to have methodological questions about cost- 
benefit analyses conducted by federal agencies, the White House or other 
regulatory reviewing agencies should never manipulate or alter results. 
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Underlying these principles is a belief expressed in other parts of this report 
that agencies should be afforded flexibility in pursuing regulations. In the 
context of cost-benefit analyses, the diversity of agency missions, mandates, 
expertise, and processes makes a one-si 2 e-fits-all prescription from the 
White House or OMB counterproductive. 

A.3. Scientific uncertainty per se does not provide sufficient justification to 
avoid promulgating regulations. Federal officials should stop using claims 
of uncertainty to delay or avoid regulation for at least three reasons. 

First, full scientific certainty can never be achieved. Pushing for certainty 
may result in completely stopping regulation in policy areas that rely on 
scientific information. Scientific research is based on the premise that some 
uncertainty and variability will always exist Thus, the decision to regulate 
should consider the level of scientific uncertainty and risk, but the level 
should not be a controlling factor. 

Second, federal laws often recognize that the government has a responsibility 
to protect citizens from harms they cannot control. Some statutes explic- 
itly call for some margin of 

protection. The notion that Despite the oleas of public health ad- 

officials must pinpoint risk vocates. the Environmental Protection 

(e.g., using dose-response Agency and the c ood and Drug Admlnls- ^ 

data to find a precise ex- 1 , tration have refused to regulate diacetyl, 
posure threshold at which a chemical used to add butter flavor to > 

harm occurs) before taking processed foods. Exposure to diacetyl is 

action runs counter to many known to cause broncnioliOs obHr&ony a 

of these statutory require- rare degenerative lung disease. In workers 

ments. When pursuing stat- exposed to iL However, less certainty ex- 

utory goals that emphasize ists on the effects of diacetyl in consumers 

prevention of harm, agen- in June 2007, PDA sard, 'The agency does 

cies should not delay action not have evidence ihat would cause It to 

simply because scientific or take immediate action with respect to dl- 

technical uncertainties exist. acetyl but pledged to continue to "moni- 

tor the scientific literature." In September 
Finally, regulation is not an 2007, the public became aware of the first 

irreversible course of policy. known consumer to be diagnosed with 

In the event of significant bronchiolitis obliterans as a result of di- 

uncertamty, federal officials acetyl exposure. The federal government 

should still choose to extend lias yet to take up a rulemaking to protect 

at least some protection as consumers from dfacetyU 

soon as possible while new 

information develops. As evidence grows, standards can be made more or 
less stringent if necessary. In fact, subsequent rulemakings may enhance 
the trust among federal officials and between government and outside 
stakeholders. 


25 


143 


ADVANCING THE PUBLIC INTEREST THROUGH REGULATORY REFORM 


A .4. Agencies should clearly state problems, identify data gaps, restore 
needed collection and monitoring programs, and address new 
information needs as they are confronted with new regulatory problems. 
As agencies' budgets were reduced and regulatory priorities changed, many 
data collection programs across policy areas were reduced or eliminated. 
These cuts have affected the ability of agencies to perform their statutory' 

functions. Public safety and 
adequate evaluation of 
regulations requires agencies 
to collect and analyze data. 

In addition, many agencies 
lack sufficient information 
technology tools to collect 
and analyze data to help im- 
prove the quality of regula- 
tions. Applying new infor- 
mation technology systems 
can potentially reduce the 
burden of collecting, report- 
ing, and analyzing data. As 
part of identifying data gaps 
and the need for new infor- 
mation, agencies should be 
given the necessary resourc- 
es to build this capability. 

Not only should the president 
request adequate resources 
from Congress each year 
to do this important work, but Congress should also approve adequate 
appropriations. Congress also has a responsibility to provide oversight to 
ensure resources are available and used effectively. 

A. 5. The Paperwork Reduction Act needs to be amended and reauthorized. 

The law requires agencies to seek approval of information collection requests 
from OIRA when attempting to collect information from ten or more people. 
The OIRA approval process can delay an agency’s ability to collect information 
it needs to fulfill an agency function. OIRA reviews the "burden" the collection 
will impose and can reject the request if it believes the number of burden 
hours to be unreasonable or believes the request lacks practical utility. The 
Paperwork Reduction Act also requires agencies to reduce paperwork burden 
by five percent each year and set general goals for burden reduction. Even 
though the law is mostly noted for the OIRA paperwork clearance process, 
it primarily addresses the management of information resources, including 
records management, statistical policy, information dissemination, privacy 
and security, and information technology. Authorization for appropriations 
under the law expired in 2001, and Congress has not reauthorized the law 


tn 1997, the U5. Geological Survey’s Water 
resources Investigations Division faced 
budget cuts that affected data collection 
activ.tles nafconw.de mat were important 
to evaluate hazatos Such as roods land- 
slides. and droughts m the winters of 
’ 996 and 1 997. the data saved an estimat- 
ed S2.7 billion in flood damage and saved 
lives during flood.ng In the Willamette Val- 
ley m Oregon 1 

In Decemoer 2C06, Ef* finalized a rule that 
raised the threshold for reporting data cr» 
toxic chemical releases for most substanc- 
es from 500 pour.es to 5,000 pounds per 
year, resulting in the loss o f data for dozens 
o f chemicals and 'educed data on hun- 
dreds of othersJfo Tve reports are used 
to determine where, now. and In what 
amounts toxic chemicals are released or 
managed in communities and who is re- 
sponsible for emitting them 
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As Congress moves to reauthorize the law, it should first rebalance the statute 
to address more clearly the management of information resources in the 21” 
century (including possibly changing the name of the law). 

Second, Congress must eliminate mandatory or automatic percentage 
reductions in paperwork "burdens* and encourage the use of electronic 
collection and reporting methods. The five percent reduction has sometimes 
served as a powerful disincentive within agencies for collecting information 
to evaluate programs and to identify regulatory gaps. This disincentive must 
be eliminated. 

Third, the president and Congress should consider alternative approaches 
to the paperwork clearance process that would provide agency flexibility' for 
collection of information on emerging or pressing issues in a timely way. For 
example, OIRA and agencies could work together to set an annual burden- 
hour budget that would allow the agency flexibility to collect information on 
issues as it sees fit without OIRAs approval as long as it is within the budget 
This burden-hour budget could be limited to new information collections 
on new or pressing issues, not for routine collections or standard renewals, 
which might still go through the traditional OIRA review process. 

A. 6. Agencies should develop their own standards for the use of risk 
assessment according to best practices applicable to the issues with 
which they arc confronted. National Academy of Sciences reports on risk 
assessment have concluded that agencies should tailor risk assessments 
to the specific needs for which they are undertaken/ Consistent with our 
principle of deference to agency expertise, we strongly concur with this 
recommendation. 

A.7. Implied preemption in rulemakings must be curtailed. The president 
should instruct agency heads to avoid preemption of state laws when there is 
no express authority to do so. Too often, agencies have used federal regulation 
to inappropriately preempt state positive law (proscriptive requirements 
enacted by legislatures or set by regulators' bodies) and. in some cases, state 
tort law. 

When agencies unilaterally and inappropriately decide to preempt state law 
through regulation, they remove a prov en, valuable method of experimenting 
with policy solutions, and It removes citizens' recourse if they are harmed 
by defective products, for example. States have often provided the models 
for subsequent federal programs and regulatory approaches that advance 
the public good. The practice of preempting without statutory authority 
is leading to regulatory standards turned on their heads. Instead of federal 
regulations traditionally being the floor below which states cannot relax their 
standards, this approach creates federal standards, without congressional 
action, as ceilings above which states cannot issue stronger health, safety, 
and environmental protections. 
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Unless statutes or the courts expressly give agencies the discretion to preempt 
state positive law or tort law through regulation, agencies should not include 
preemption language in rules. I f Congress gives agencies authority to preempt 
state positive law through regulation, agencies should not try to extend their 
authority to preempt tort law as well. 

The next president should ensure his administration leaves decisions about 
preemption to Congress and abides by those decisions. 


ENDNOTES 

\. U.S. Water Mews Online, "ASCE tells Congress that proposed cuts to Geological 
Survey budget risk public safety and property." April 1997, available at http:// 
uswaternews.com/archives/arcpollcy/7asctel4.html. last accessed September 23, 
200S. 

2 . U.S Environmental Protection Agency, 'Toxics Release Inventory Burden Reduction 
Final Rule" 71 Federal Register 76932, December 22, 2006. 

3. Background Information and source documents compiled by the Project on Scientific 
Knowledge and Public Policy, available at http://defendingscience.org/case_studies/ 
A-Casc-of-Regulatory-Failure-Popcorn-Workers-Lung.cfm 

4 See, for example. National Research Council, Risk Assessment in the Federal 
Government: Managing the Process. Washington. DC: National Academies Press, 
1983. This publication establishes the parameters for using risk assessment. 
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PARTB. 

INTEGRITY AND 
ACCOUNTABILITY 


THE PROBLEM 

A democratic, accountable, and effective government, and an engaged and 
participatory citizenry, rely on an open and informed exchange of ideas. 
Information of all types - economic, scientific, technical, and social - is 
critical to a well functioning democracy. Government policymakers at all 
levels of the U.S. federal system, and those affected by the decisions made, 
rely on information collected, analyzed, and disseminated by federal agencies. 
Whether providing information for private financial markets or determining 
the safety of foods at the local market, all segments of society need reliable, 
accurate information. 

In the regulatory arena, accurate and timely information is critical to 
setting standards protective of health and safety. It is critical to helping the 
regulated community understand how to formulate voluntary standards for 
regulatory compliance. Equally important are the processes for determining 
what information should be included in regulatory decision making. The 
processes for determining whether a new bridge design will meet adequate 
weight support limits, or whether an adequate margin of safety exists to 
protect the public from exposure to chemical toxins in drinking water, should 
be sufficiently open and transparent to provide the public and those tasked 
with implementing government policies with confidence that the public will 
be protected. 

Beginning 28 years ago with the advent of centralized review of agencies' 
proposed regulations, presidents haveexertcdsomecontrol over the substance 
of regulations. Sometimes that meant trying to control the information - 
usually scientific information - that went into promulgating the regulations. 
The current regulatory process, however, consists of unprecedented levels 
of restrictions, manipulation, and suppression of scientific information 
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essential to regulatory decision making. Some major industries and their 
representatives have made a concentrated effort at the federal level to create 
a perception that there is too much scientific uncertainty, thus weakening the 
case for regulations. 

Additionally, agency expertise is too often ignored by political appointees. 
While ultimately, regulatory decisions are made by political appointees, an 
accountable system ensures that agency decisions are formulated based on 
the best available Information from experts within the agency, as well as 
others. Such a model would preclude manipulation of science, suppression 
of data, or silencing the voice of agency scientists. Two examples illustrate 
the problem: 

• Former Consumer Product Safety Commission statistician Robin Ingle 
collected statistics on injuries and fatalities from all-terrain vehicle 
(ATV) accidents. The results indicated that m 2004, deaths and injuries 
were at a 20-ycar high- The general counsel at the agency tried to insert 
language into the executive summary of Ingles report indicating the 
risk of riding these vehicles was decreasing. The general counsel at the 
time had been a lawyer for the ATV industry 1 

• The Department of Interior's Inspector General (IG) investigated 
former deputy assistant secretary for fish, wildlife and parks Julie A. 
MacDonald and found she had intimidated staff and changed (he 
scientific information agency scientists developed for decisions about 
listing or delisting threatened or endangered species. The IG’s report 
was released to Congress the week of March 26, 2007. and showed 
MacDonald's involvement in "editing, commenting on, and reshaping 
the Endangered Species Programs scientific reports from the field" 1 


SUMMARY OF RECOMMENDATIONS 

An accountable and responsive regulatory process must generate independent 
and credible information to be used in regulatory policy decisions. Agencies 
should have the most reliable scientific and technical information available 
from the scientific community and adhere to the highest principles of 
scientific integrity. Both the process and the information derived therefrom 
must be free from political interference. Government- sponsored research 
must be insulated from political interference. Agency experts, federal 
advisory committees, peer reviewers, and other experts involved in the 
design, conduct, and analysis of government research and regulations should 
be free from interference from political appointees within the agency and 
wlihin White House offices. They should be free from political harassment 
and censorship and free to disclose information considered relevant to the 
recommendations they forward to policymakers. Agency experts must have 
access to and be able to generate independent scientific, technical, economic, 
and social information 
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The recommendations below mostly address the need to restore scientific 
integrity to the process They focus on: 1 ) ways the public can hold government 
officials accountable for the actions they take on behalf of the citizens that 
rely on them; and 2) the need to ensure that information critical to policy 
decisions is independently developed and constitutes the best thinking that 
can be brought to solving policy problems. In conjunction with transparency 
recommendations that stress the importance of disclosing the range of meetings 
and materials relevant to agencies' regulatory decisions in agency dockets, 
these recommendations can begin to restore integrity and accountability in 
the regulatory process. As with other sections In this report, the definition of 
"regulation” includes permitting, licensing, and other activities that provide 
controlling actions. 


DETAILED RECOMMENDATIONS 

B.l. The president should instruct his agenev heads that scientific integrity 
must be a core component of regulatory actions. The president should 
send a clear message early in the new administration that federal agencies 
will adhere to the highest principles of scientific integrity and independence 
Although this message can be sent in several ways, such as appointing a 
high-level science advisor and expanding the network of executive branch 
advisory panels, the message must be that the government will apply the 
highest standards of scientific integrity and that this is a critical aspect of an 
improved regulatory system. The government must be commuted to having 
the most reliable scientific and technical information available, both from 
expertise within agencies and from the larger scientific community, and using 
that information in an objective and transparent fashion as the foundation 
tor decisions affecting the public interest. 

B.2. Federal protections for public and private sector whistleblowers need 
to be strengthened to serve as a check on misconduct. Whistleblower 
protections are the backstop for accountability In government Time and 
again, dedicated civil servants have stepped up to talk about misconduct In 
government science, regulation, and general decision making that can cost 
lives and money. Necessary improvements include: 

• Strengthening the Office of Special Counsel's processes for reporting 
misconduct and corruption, reviewing whistleblowers' claims, and 
protecting from retaliation those who report abuses in good faith; 

• Allowing whistleblowers to disclose to any member of Congress 
information regarding government misconduct or corruption, 

• Strengthening the independence of agencies' inspectors general, along 
with creating and streamlining the mechanisms to permit agency 
employees to report misconduct anonymously; and 

• Evaluating the effectiveness of the implementation of whistleblower 
reforms within agencies 
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Both houses of the 110 u ' Congress passed legislation to address loopholes 
in the Whistleblower Protection Act of 1989, which has been weakened by 
subsequent court rulings.’ The stronger protections in the House bill include 
due process protections for federal whistleblowers experiencing retaliation 
from co-workers and employers. The president should encourage the new 
Congress to pass legislation quickly In each house, reconcile their differences, 
and send him legislation early in 2009. 

On August 14, President Bush signed the Consumer Product Safety 
Improvement Act of 2008, which provides whistleblower protections to 
nearly 20 million private sector workers in the manufacturing, distribution, 
and sale of consumer products such as children's products and household 
goods. The new law provides protections, enforceable by jury trials, for 
workers who disclose product safety violations or refuse to engage in Illegal 
behavior. 

Congress should extend the model established under the Consumer Product 
Safety Improvement Act of 2008 to other industries regulated by the federal 
government. 

The president should make clear early in the administration that he stands 
for strong government accountability and the independence of public 
information. The president should highlight the importance of whistleblower 
protections for federal employees. 

B.3. Strengthen the Federal Advisory Committee Act (FACA). Science 
advisory committees are a vital means through which agencies obtain 
valuable advice and information Agencies use scientific committees 
and stakeholder or policy committees for different purposes. Scientific 
committees are used to provide agencies with expert advice and analysis of 
the complex scientific information critical to informing final decisions about 
public health or environmental quality standards, for example. Stakeholder 
or policy committees may be used to actively solicit the opinions of 
stakeholders who have expertise and are likely to be the parties impacted 
by regulatory actions. For example, the Department of Interior may wish 
to solicit the advice of western ranchers who may be affected by changes to 
policies about grazing practices on federal lands. Candidates for service on a 
federal advisory committee may be named either as “representatives," those 
who voice the views of specific interested parties, or "special government 
employees" (SGEs), those chosen to provide objective analysis and advice. 
It Is important to note these differences when considering new ways of 
strengthening the use of these committees 

In some cases, agencies have stacked science advisory committees with 
representatives of special interests, thereby endangering the independence of 
the advice the FACA committees dispense.* The president should emphasize 
to agencies the importance of implementing the intent and spirit of FACA, 


32 


150 


DETAILED RECOMMENDATIONS- INTEGRITY AND ACCOUNTABILITY 


Congress should consider strengthening FACA in several ways: 

• Require agencies to appoint to scientific advisory committees individuals 
from the disciplines relevant to solving the charge of the advisory 
committee. Such appointments should be made without consideration 
of political affiliation or activity. 

• End the practice of hiring private contractors to develop advisory 
committees to avoid FACA requirements. This practice has been used 
by some agencies to claim under a legal loophole that they do not have 
strict management over the committees. Congress should close this 
loophole. 

• Extend FACA requirements to all subgroups of covered advisors 
committees. 

• Make the processes by which committees operate and their members 
are selected fully transparent. For example: 

• Agencies should announce publicly any plans to form a new FACA 
committee, disclose the expected charge to the committee, and 
solicit nominations from the public for committee membership. 

• Agencies should disclose committee nominations and 
appointments on their websites so that the information is easily 
accessible; the names of appointees (and perhaps, the names of 
nominees similar, to the approaches used by the National Academy 
ofSdences(NAS)and the Environmental Protection Agency (EPA) 
for specific science advisory boards') and any conflicts of interest 
or potential biases, as well as any waivers of conflicts should be 
included. Agencies should also provide a limited time for public 
comment on the appointments of committee members. 

Agencies should disclose on their websites the records of all 
committee and subgroup meetings, the members of all committees 
and subgroups, and the transcripts or electronic records of any 
meeting. 


B.4. Improve conflicts of interest laws. Special Government Employees (SGEs) 
are currently subject to the conflict of interest provisions of FACA, provisions 
that are enforced by the Office of Government Ethics We believe there is a 
need for specific FACA conflict of interest guidelines. 

As noted above in B.3, FACA committees may be used for different purposes. 
For scientific committees, the goal should be to establish a government-wide 
policy that strives for ail absence of real and apparent conflicts of interest 
for committee membership. One model for accomplishing this policy Is the 
approach taken by the World Health Organization^ International Agency 
for Research on Cancer (I ARC). Membership in IARC Working Groups is 
based on "(a) knowledge and experience and (b) absence of real or apparent 
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conflicts of interests. Consideration is also given to demographic diversity 
and balance of scientific findings and views."* The model recognizes that 
there may be instances in which special expertise is needed and may have to 
come from those who have real or apparent conflicts. In these instances, the 
“invited specialists” are limited in the ways in which they can participate in 
a working group. 

B.5. Disclose the scientific, technical, economic, and social analyses used in the 
formation and promulgation of regulatory documents. The information 
that forms the foundation of regulatory decisions is too often unavailable or 
hidden from public view. The labeling of information as classified business 
information (CBI) is overused, agency rulemaking dockets are not easily 
available, and studies are often used selectively to justify a predetermined 
policy outcome. 

As recommended in D.l.a, all research results considered in the promulgation 
of regulations should be made part of the agency's rulemaking docket, which 
should be made available In an online searchable format. The docket should 
Include all supporting materials - regardless of their source - unless classified 
or otherwise exempted by FOIA. 

More specifically: 

• The burden of justifying confidential business information (CBI) 
should be shifted to those making such claims on information critical 
to a substantive regulatory decision. The justification warranting the 
protection should be provided prior to receiving the protection and 
certified by a senior executive of the business requesting the protection. 
This approach has worked successfully in several programs, including 
the Toxics Release Inventory operated by the EPA, The president has 
substantial authority to make this shift in certain areas. 

• Increasingly, information that may be important to a rulemaking is 
being categorized as critical infrastructure information or sensitive 
but unclassified These control markings have been interpreted in an 
uneven manner throughout the government, oftentimes resulting in 
less disclosure of the Information. On May 9, 2008, President George 
W. Bush issued a memo to agency heads that created a tiered system of 
designations to standardize the proliferation of these control markings 
under the name “Controlled Unclassified lnformation. lrT The president 
should refine this CUT policy by reining in the use of CUI designations 
and making very clear that a CUI control marking has no bearing on 
whether the information should be disclosed under FOIA; and 

• Congress should consider legislation to require ihc disclosure of privately 
sponsored research used in the regulatory process in the same way that 
public research should be disclosed. Agencies must often rely on private 
research to develop regulations. Disclosure of privately sponsored 
research that identifies the extent to which the sponsor controlled the 


152 


DETAILED RECOMMENDATIONS: INTEGRITY AND ACCOUNTABILITY 



research design, analysis, and reporting of the results is necessary* so the 
public and the agencies can judge the soundness of the research. This 
change would bring privately funded research under similar disclosure 
requirements that now exist for publicly funded research under the 
Shelby Amendment.* (See Recommendation D.l.a.) 

• The president should establish a new standard of disclosure regarding 
non-governmental challenges to research and data used by agencies. 
Currently, agencies can face challenges of government-sponsored 
science used in rulemakings without the challenger submitting evidence 
of factual errors ot Hawed science. These challenges may call for other 
science to be considered instead of, or in addition to, the studies used by 
agencies. The president should establish a new standard that requires 
the challenger to submit evidence of errors in the agencies' use of science 
and ensure that the underlying data used for the challenge is available 
for public inspection for challenges to be considered valid. 

B.6. Resurrect the Office of Technology Assessment (OTA). As previously 
constituted. OTA provided Congress and the scientific and technical 
communities with objective analyses of a wide range of scientific, technical, 
and comparative policy knowledge Reconstituting OTA would provide 
Congress with its own scientific and technical research arm that could 
complement and/or check executive agencies. Congress should resurrect the 
OTA with sufficient funds to operate effectively and appoint a well respected 
scientist to head the office. 

Unlike the National Academy of Sciences, which focuses on long-term 
analysis of scientific information. OTA was 3ble to respond to short-term 
congressional needs for specialized knowledge that Congress's other two 
research arms, the Government Accountability Office and Congressional 
Research Service, cannot provide. 

B.7. For key areas of international health and safety regulation affecting 
Americans and U.S. businesses, Congress and the president should call 
for greater transparency in order to make the process more democratic. 

Consumers are living In a global economy, and it is vital that consumer, labor, 
and environmental standards be upheld as the U.S. meets its obligations under 
various trade agreements. Some standard-setting bodies, like the Codex 
Alimentarius, which establishes food standards for International trade, are 
operating in the absence of full transparency Consumer organizations can 
only participate if they’ are part of an international coalition approved by the 
World Health Organization. All interests should have the same opportunity 
to Influence and preview the positions taken In international fora. 

The president should allow full access to documents and ensure that the 
rights of U.S. organizations and citizens to comment are fully preserved. 
The president, along with Congress, should advocate for full disclosure and 
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open meetings for international bodies that set standards with international 
implications. If international standards are affecting American consumers or 
businesses, we believe Americans should have a place to go to find out what 
is required of them, and there should be an opportunity for them to make 
their voices heard. 

B.8. I he president should encourage agency heads to adopt (or modify) 
guidelines to allow scientists to communicate freely. Federal scientists in 
some agencies are prevented from speaking with the media, the public, and 
even their professional colleagues. Instead, questions about the scientific 
studies arc directed to public affairs officers, not scientists who conducted 
or know about the research in question. The president should encourage 
agencies to adopt media polices that respect two basic rights of scientific 
communications: 1) like any other federal employee, scientists have a right 
to express their personal views, with the express disclaimer that they are 
speaking as private citizens and not representing official agency policy; and 
2) scientists have the right to review, approve, and comment publicly on 
publications or documents that rely significantly on their research or identify 
them as an author or contributor to ensure the accuracy of the information 
has been maintained during internal agency review processes. 

B.9. Agencies should abstain from inappropriate interference in the work 
of other agencies and end secretive interagency reviews of scientific 
and technical information. Congress delegates responsibilities to federal 
agencies based on its determination of which agency is most suited to fulfill 
certain duties. Congress may consider which agency possesses the requisite 
expertise to competently address a task and will consider whether that 
agency's mission is consistent with statutory goals, 

However, agencies may also have an interest in the work of other agencies 
with delegated authority from Congress, and, in some cases, one agency's 
decision may directly impact the operation of another. For example, under 
the Resource Conservation and Recovery Act. EPA can order the clean up of 
dangerously polluted land on both private and government property. But the 
Department of Defense (DOD) has refused to abide by official EPA clean-up 
orders for three military bases. The Department of Defense has even asked 
the White House to intervene on its behalf.* 

The president should ensure that when these kinds of disputes arise, agencies 
defer to the agency given responsibility under federal law. Agencies subject to 
another agency's regulations must not be allowed to delay decisions or usurp 
power. The primary function of regulatory agencies Is to carry out federal law. 
Other agencies have the right to comment and make known their interest in 
the Issues and regulations that affect them, but they should not undermine 
the work of the agencies given the statutory responsibility for rulemakings. 

The president should also terminate inappropriate interagency review and 
control of scientific and technical information that serves as the basis of 
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rulemaking. For example, the interagency review process of toxicology pro- 
files performed under EPA's Integrated Risk Information System allows other 
agencies potentially impacted by the assessments to direct EPA's scientific 
investigations and limits the dissemination of scientific information to the 
public. The review affords 
agencies that use toxic sub- 
stances, such as DOD or 
NASA, multiple opportuni- 
ties to delay, dispute, or alter 
EPA’s scientific research and 
conclusions. Such reviews 
can interfere with and ulti- 
mately affect the outcome of 
a rulemaking. 

There is a clear distinction be- 
tween assessing the impacts 
of risks to the public and the 
policies for managing those 
risks. Scientific integrity is 
at greatest risk in situations 
where considerations other 
than science determine the 
assessments. Other considerations, including political considerations, are 
properly included in decisions about risk management and communication. 
Those considerations should not be a part of the assessment process. (See 
Recommendation A. 6.) 

The president should clarify which agencies have primary authority in various 
areas of expertise and limit the review of scientific or technical Information 
by other agencies to advice and comment. When review does lake place, 
the process should be completely transparent, and the comments of other 
agencies should be disclosed online. 


in 2004, the Environmental Protection 
Agency (EPA) suomined to the White 
House Office of Management and Bud- * 

. i get (OMB) a draft toxicity assessment for M 
■ naphthalene, a chcm.cal found in jet fuel. ■ 
moth bails, and a var<ety of ether products I 
OMB. consulting wth the Department o‘ I 
Defense, odjccted tc EPAs findings and I 
suspended me assessment citing the I 
need f<y addit-ona' research. OMB men H 
pe-suaced t°A to form an sc hoc scien- H 
r-fic pane! :e scseamh the .ssues 'dates to H 
O.M3 ana DC Os oo,ect«o?ss Aner town- I 
ued delays, tne ' • d i stjo-es upon cn H 
*"A ‘vao f p"-'Cd it* rp.n.on had oecc-me H 
Outsatec anj ♦-.? *ger.; , restarted the as- I 
sessment process. * I 
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PARTC. 

IMPLEMENTATION 
AND ENFORCEMENT 


THE PROBLEM 

By far the biggest problem facing agencies that implement federal regulations 
- monitoring, inspecting, and enforcing rules - is the extreme shortfall of 
both human and financial resources. Many agencies are experiencing an 
exodus of expertise as scientists, engineers, trained inspectors and safety- 
officials, and lawyers leave as budgets are cut or level-funded, often in the 
face of increasing regulatory responsibilities. This decades-long trend has left 
some agencies unable to respond as ably to crises and problems as necessary. 
Moreover, the problem is likely to compound itself as the federal workforce 
gets older and people perceive that working in the federal government does 
not inspire innovation. 

In addition, as societal issues arise that require action on the part of the 
federal government, such as the current financial crisis, disasters like 
Hurricane Katrina, or the introduction of nanotechnology, agencies may fall 
even further behind in providing essential public protections. 

The inability of federal agencies to respond adequately to some problems may 
have reached a peak in recent years. The U.S. is facing severe problems in 
mortgage and other lending practices and a rising tide of imported products 
(such as toys, tires, toothpaste, and a variety of food products) that made 
newspaper headlines for the risks they posed to consumers. For example, 
in 2007. approximately 104 recalls of lead-contaminated children's products 
were announced. The recalls covered more than 17 million individual 
products, 95 percent of which were manufactured in China. The number of 
products recalled in 2007 increased nearly six-fold compared to 2006. 

Federal agencies responsible for regulating these financial and consumer 
products, and for regulating public health risks from environmental hazards. 


39 



157 


ADVANCING THE PUBLIC INTEREST THROUGH REGULATORY REFORM 


arc plagued by declining resources and authority, making it more difficult to 
ensure the safety and soundness of consumer products. For example: 

• The federal regulator of meat, poultry, and egg products, the Food Safety 
and Inspection Service (FSIS), faces resource limitations that make it 
more difficult for the agency to ensure the safety of the food supply. 
Although the agency's budget has risen since It was created, staffing 
levels have dropped steadily From FY 1981 to FY 2007, the number of 
full-time employees at FSIS fell from 9,932 to 9,184 - a 7.5 percent drop. 
FSIS* inspection force has an average national vacancy rate of at least 
ten percent/ 

» Over the past three decades, the Occupational Safety and Health 
Administration's (OSHA) budget, staffing levels, and inspection activity 
have dropped while the .American workforce has grown and new hazards 
have emerged. Since FY 2001, OSH As budget has been cut every year 
when adjusted for inflation. In FY 1980, OSH As staffing level hit Its peak 
of 2.950. For FY 2006. OSHA had a staff of only 2,092. the second-lowest 
level in 30 years. OSHA's budget for enforcement activity is currently 12 
percent lower than it was in FY 1980. OSHA was appropriated S264 
million for enforcement activity for FY 2006. compared to S301 million 
in FY 1980, when adjusted for inflation.’ 


There is public, private, and congressional support for restoring the ability of 
federal agencies to respond to some of these unmet needs. Many businesses 
hurt by consumers' refusal to buy unsafe products or by the inability to get 
short-term credit are supportive of expanded regulatory authority and quality 
standards while improving their own practices. Americans have become 
painfully aware of the positive role government can play and the consequences 
that can occur when regulatory protections break down Public support is 
crucial to reestablishing agency funding as a priority amidst the competition 
for scarce federal dollars. 

The public expects that if a regulation is on the books, it should be enforced. By 
the same measure, businesses, particularly small businesses, which intend to 
comply with federal regulations, may at times not know about the requirements. 
Strengthening compliance assistance would be extremely useful. 

Evaluating the effectiveness of agency regulations is especially problematic 
Agencies are starved for resources, under legislative and/or court-ordered 
mandates to issue regulations, and burdened with a wide array of procedural 
requirements. These factors make it Increasingly difficult for agencies to plan 
rulemaking agendas, track regulatory effectiveness, or estimate the costs of 
rulemaking activities. In addition, the rulemaking process may require years 
to reach a final outcome, while the appropriations process is annual, thus 
leaving agencies to struggle with allocating resources each year for multi- 
year rulemaking efforts. J Part of an evaluation initiative should include some 
method of evaluating individual rules for their effectiveness.* 


158 


DETAILED RECOMMENDATIONS IMPLEMENTATION AND ENFORCEMENT 


SUMMARY OF RECOMMENDATIONS 

Effective implementation of many financial, public health, worker and 
consumer safety, and environmental quality regulations require a complex- 
mix of federal, state, and local government actions, as well as third party- 
involvement. This mix relies substantially on the leadership of federal 
agencies: setting priorities, providing technical and financial assistance, and 
ultimately enforcing compliance with regulations. Without sufficient financial 
and human resources, clear enforcement goals, and sound evaluation tools, 
the problems identified and addressed in law cannot effectively be solved. 


DETAILED RECOMMENDATIONS 


C.l. Funding for enforcement of regulations must be increased. Agencies 
need more resources immediately to meet their statutory obligations and 
organizational missions. Agencies musL by enabled to more effectively meet 
both current and new demands. The president should ensure adequate 
resources in his budget requests to Congress. .And Congress, even in the 
context of tight budgets, must provide resources to support enforcement of 
regulations, 

C.2. Develop a comprehensive regulatory compliance initiative. Working 
with small businesses, state and local governments, and other stakeholders, 
agencies should work to create or improve programs for strengthening 
compliance with regulations Programs adopted by agencies should include 
compliance assistance, enforcement, and sanctions components, and these 
should be reflected in annual budget requests, to which Congress should 
give close scrutiny. Improving and strengthening enforcement programs can 
lead to a more efficient use of scarce federal dollars in an intergovernmental 
enforcement framework In the competition for resources, however, the first 
priority should be for enforcement of regulations. 

C.3. Modernize enforcement tools across government to assure credible 
deterrence. Increasing the resources available to agencies to enforce 
regulations is not the only way to improve enforcement. Alternative tools 
such as citizen suits with fee-shifting can be a useful enforcement tool 
that deputizes the public to act as private attorneys general instead of 
depending entirely on a federal enforcement staff. Additionally, there can 
be technological tools, such as pollution monitoring systems and electronic 
on-board recorders for trucking hours, that could improve compliance 
monitoring without requiring a vast expansion of the federal inspectorate. 
While these new tools can be helpful, so is ensuring that there are strong 
deterrents, such as meaningful civil and criminal penalties, for failure to 
comply with regulations. In that context, the president and congressional 
committees should review traditional enforcement tools to address 
weaknesses. 
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C.4. Fund an historical assessment of regulatory agency budgets and resource 
needs. Congress should direct the GAO or the Congressional Research 
Service to assess the historical trends in regulatory agency budgets in ordei 
to begin restoring agencies to their traditional role of meeting statutory 
obligations and organizational missions. For example, agency budgets should 
be evaluated for changes over time in personnel, overall and programmatic 
funding, numbers of inspectors and inspections, numbers of inspectors 
and inspections compared to the growth of the regulated sector (or other 
baselines), enforcement personnel and actions, data collection, monitoring 
and management, and research requirements and priorities. These changes 
then need to be placed In the historical context of the statutory mandates 
placed on agencies 

Once data is collected, analyzed, and made available to Congress, there 
should be continued updating and analysis of resource capabilities and 
needs The data collection effort should become an Important part of 
essential congressional oversight As the public and congressional oversight 
committees learn more about current resources for regulatory activity in 
the context of past expenditures, they may achieve greater understanding of 
the need for resources. This assessment may help Congress more efficiently 
allocate resources, especially in the short term as it faces difficult budgetary 
decisions In addition, such data may better insulate agency regulatory needs 
from political interference and control by administrative fiat. 


ENDNOTES 
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available at httpr//www.ombwaich.org/article/artlclevlew/«US3/l/527, last accessed 
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2. OMB Watch, 'Workers Threatened by Decline in OSHA Budget, Enforcement 
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3. There is some evidence that the number of proposed and final rules issued u 
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systematically the development of regulations in federal agencies Including best 
practices and methodologies See Jeffrey S. Lubbers. "The Transformation of the 
U.S. Rulemaking Process— For Better or Worse," Ohio Northern University Law 
Review, vol 34 (2008), pp. 469. 472-73. 
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See also Jeffrey S. Lubbers, A Guide to Federal Agency Rulemaking, Fourth Edition, 
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TRANSPARENCY 


THE PROBLEM 

The process by which a rule is developed can be hidden from public view 
by institutional mechanisms, a lack of disclosure requirements, and 
government officials who would prefer not to disclose certain documents or 
communications. The opacities in the process are most acute during the pre- 
rule stage - the developmental phase of a rulemaking (before the publication 
of the Notice of Proposed Rulemaking (NPRM)) where federal officials make 
critical decisions on the direction of national policy. 

White House review adds another hidden dimension to the regulatory 
process. During the Clinton administration, the Office of Management and 
Budget (OMB) began posting to its website a list of all rules under review- and 
updates on OMB's decisions. During the George W. Bush administration. 
OMB began posting to the White House website a list of people from outside 
of government participating in meetings with OMB's Office of Information 
and Regulatory Affairs (OIRA) regarding rules under review. Although 
openness has improved, the website does not meet modern standards for 
transparency (e.g., it is not searchable). Additionally, the content of what is 
provided could be improved. For example, substantive reviews of regulations 
conducted by OMB, mostly done through oral, not written, communications 
with agencies, are not part of the public record. Increasingly, OMB input 
on a rule occurs prior to the formal regulatory review process described in 
Executive Order 12866 and is excluded from any form of transparency. This 
pre-rulemaking input can shape the regulatory outcome in undocumented 
ways. 

Transparency in the rulemaking process is important for three main reasons. 
First, transparency leads to a greater sense of legitimacy from those outside 
government, improving both public support and compliance. Citizens are 
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more likely to trust that a rule Is in their best interest if they can follow 
and participate in the process. The regulated community is more likely to 
understand how to comply with a rule it has been able to follow in development 
Second, where government is perceived to have erred, a transparent decision 
making process wall provide citizens, stakeholders. Congress, and the courts 
an important tool with which to hold the proper officlal(s) accountable. Third, 
transparency is critical to public participation (discussed in the next section) 
because an open and well documented process will lead to better informed 
commenters and. presumably, more helpful comments. 


SUMMARY OF RECOMMENDATIONS 

To Improve transparency in the rulemaking process, the federal government 
should broadly adopt a strategy that moves toward a presumption of openness. 
This strategy is particularly important in the pre-rule, or rule development, 
stage where the bulk of policy formation occurs and can be shaped through 
undocumented Interactions with OMB. Once an agency decides that an Issue 
is a priority, that the agency has sufficient resources, has legal authority, and 
decides (or is directed) to regulate, the agency should create the rulemaking 
docket. The creation of this docket should signal the beginning of the 
period when all subsequent and significant actions, communications, and 
Information should be disclosed, including those that may occur with OMB 
or the White House prior to any formal review process. 

The Internet age has also redefined the concept of government transparency: 
Information should be available online in a timely fashion and in searchable 
formats to be considered truly transparent in modern society. New interactive 
technologies can make it easier to find and use information. For example, 
the government should use open programming interfaces (e g., application 
programming interfaces, or APIs) to make sharing of information more 
possible. 

Transparency also means the content of what is being disclosed must be 
complete Rulemaking dockets must include all information relevant to 
the development of a rule, as well as information relevant to permitting and 
licensing. A tracking system should be established so the public can examine 
the progress of a rule from its beginning (eg., at the creation of the rulemaking 
record or announcement in the Unified Agenda) to its implementation, as 
well as any paperwork requirements that may be associated with the rule. 

In general, the recommendations in this report avoid imposing additional 
procedural requirements on agencies - there are far too many as it ls- 
Achieving government accountability through a transparent and open 
regulatory process is the exception to this general rule. Information 
technology today makes it far easier to have transparent processes consistent 
with democratic principles - 
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DETAILED RECOMMENDATIONS 

D.l. Agency rulemaking dockets should be expanded, complete, and 
available online. Finding information related to a specific rulemaking can 
be difficult. Often, the only information an agency provides to the public at 
the time a rule is proposed or finalized is the text of the rule itself. Regulatory 
impact assessments, which identify, in monetary terms, the potential costs 
and benefits a rule may have to society, sometimes accompany a rule's 
release. 

The public should have access to a broader range of information used in a 
rulemaking The public also should have access to draft proposed rules and 
draft final rules sent to OMB for review. Agencies should Include these drafts 

in the rulemaking docket in 
a timely manner so that the 
materials are available to the 
public as part of the notice- 
and'comment period Dis- 
closing a broader range of 
rulemaking materials would 
likely avoid the need for 
some information requests 
under FOIA and may help 
reduce the resources needed 
for FOIA actions. (See Rec- 
ommendation D.3.) 

Online rulemaking dockets 
should be among the pri- 
mary vehicles for disclosure, 
ReguIations.gov - the federal 
government's central loca- 
tion for online access to rule- 
making dockets and public 
commenting - is in need of 
improvement, as will be discussed in the next section. 1/ dockets are com- 
plete and material is posted in a timely fashion, Regulations.gov, and the fed 
eral government's online rulemaking docket system as a whole, will improve 
rulemaking transparency. 

We believe it is essential for at least the following classes of information 
(Identified in the subsections of this recommendation) lo be included 
in rulemaking dockets. Disclosure should begin upon creation of the 
rulemaking dockets. Disclosure should occur as soon as possible after 
documents, communications, or other types of information described 
below surface. 


in July 2006, without pro* notice, the De- 
partment o* tabor sent to OMB a draft 
rule restructuring the Department's in- 
ternal policies for the conduct of risk as- 
sessment! An entry on the OVB website 
revealed only the title of the rule; untike 
other rules, the entry did not provide an 
abstract or proposes time.me lEventualiy. 
a draft of the rule was leaked to fhe Wash- 
•ngror, Post.) the Debarment did not con- 
>ut experts >nside 'he Occupational Sa'ety 
and wealth Administrator or Mme Safety 
and Hea’tn Administration - the agencies 
the rule will affect instead acco*dmg to 
ne.vs reports, the Department cased ;he 
rule Oh the report Of a constant who 
received a 5350.000 contract to analyze 
the Departments current r:«» assessment 
'eO'-ne The Department reuses to release 
the consultant s report. 
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0.1. a. Agencies should disclose online all studies in their possession 
related to a rulemaking, regardless of whether the study was used to 
inform the policy option the agency chose. Currently, agencies sometimes 
include In the rulemaking docket only the information that is directly cited in 
a rule. Other information to which the agency had access, but which it chose 
not to draw on or chose to Ignore, is not Included. The public may never find 
out about such information. 

Studies, research results, and other inputs that could inform agency decision 
makers should be disclosed online, even if the information did not persuade 
or affect the chosen outcome. The public needs to have available in the 
administrative record all the information the agency had at its disposal during 
the decision making process so that interested parties can draw their own 
conclusions about the issue. Furthermore, existing law sets the foundation 
for disclosure of information during development of a rule. 

D.l.b. Agencies should disclose online all written communications 
among federal officials from different agencies, including the White 
House, regarding rules under development or under review. Currently, 
the rulemaking process contains no requirements for disclosing 
communications made among federal offices. Agencies often have an 
interest in the rules other agencies are considering and the requirements 
those rules may impose. 

Q1RA purports to use the review period to mediate between an agency 
developing a rule and other agencies. Two problems exist. First, instead of 
serving as a mediator. 01RA often uses the period to challenge or alter the 
substance of a rule. Unlike agencies, however, OIRA often does not possess 
the requisite expertise to make substantive contributions. Second, other 
agencies with an interest in the rule may intervene in the rulemaking outside 
of the E.O. 1 2866 review period where communication and negotiation is 
even murkier. Transparency can serve as a check on these problems. 

Officials outside of the agency developing the rule, including those in the 
White House, can have an enormous impact on the rule's substance. To avoid 
improper influence, whether real or perceived, the public should have greater 
access to the communications between and among officials. Therefore, 
written communications between and among federal agencies and White 
House offices should be disclosed to the public once the rulemaking docket 
Is created. 

The issuing agency should make available promptly in its online rulemaking 
docket any written communications between or among federal agencies and 
OIRA or other White House offices. This disclosure requirement should 
apply to communications made at any point during the rulemaking process, 
including the pre-rule stage (once the docket is created). 
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To improve transparency during the review period, agencies should look to 
Section 307 of the Clean Air Act as a model- The act states: 

The drafts of proposed rules submitted by the Administrator 
to the Office of Management and Budget for any interagency 
review process prior to proposal of any such rule, all documents 
accompanying such drafts, and all written comments thereon by 
other agencies and all written responses to such written comments 
by the Administrator shall be placed in the docket no later than the 
date of proposal of the rule. The drafts of the final rule submitted 
for such review process prior to promulgation and all such written 
comments thereon, all documents accompanying such drafts, and 
written responses thereto shall be placed in the docket no later than 
the date of promulgation. 

As mentioned above, we recommend this type of disclosure be extended 
throughout the rulemaking process, even before the agency submits a draft 
rule for review. 

When OIRA chooses to reject an agency proposal, improved transparency 
among federal officials may also provide the public with a better understanding 
as to why the rule was insufficient in OIRA's view. OIRA provides in writing 
its reasons for returning a regulation under review for agency reconsideration. 
However, the written document most often does not convey the multiple 
interactions between OIRA and the agency. The final letter sometimes 
appears sanitized so as not to reveal the true reasons for the rejection. 

D.l.c. Agencies should disclose online all substantive communications, 
written or oral, between any White House office and any nongovernmental 
entity regarding rules under development or under review. Currently. 
OIRA shares with regulatory agencies written communications it receives 
from nongovernmental entities regarding a regulation under review It 
also invites agencies to any meetings that OIRA has with nongovernmental 
entities regarding a regulation under review. Finally, any meetings with 
nongovernmental entities are logged on OMB's website, which provides the 
general topic, the date of the meeting, and a list of participants. 

There are two problems with this system. First, it only applies to a regulation 
under review. Any substantive communication with nongovernmental 
entities regarding the development of a rule, such as those made during the 
pre-rulemaking stage, is not required to be provided to the agencies. Second, 
the content of oral communications, such as meetings, are not recorded or 
summarized. 

Since OIRA can have significant influence In the outcome of a rulemaking, its 
actions should be documented in the rulemaking record, just as the regulatory 
agencies’ actions are documented. The public should have a right to know 
about OIRA's communications with these entities 
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To improve transparency between White House offices and nongovernmental 
entities, the president should require any White House office to document 
any substantive communica- 
te June 2007. the Environmental B rotec- 
non Agency proposed changes to the 
national public health standard for e*po* 
sure to ozone EfK proposed a range from 
which It would choose us final standard 
The proposed range was weaker than the 
recommendation of EPA's soentific advi- 
sors and staff The public never learned 
why ERA ignored the advice of Its experts 
or who made the decision to do so How- 
ever. many fear the White House, acting on 
behalf of industry, played a rote ORA held 
three closed-door meetings prior to publr- 
cation of the proposal - two with industry 
and one with public health experts. Nei- 
ther OiRA nor E?A disclosed what was dis- 
cussed during the meetings. Before publi- 
cation of the final rule, which adopted the 
'weakest eno of the proposed range. O'RA 
held two more closed-door meetings with 
industry lobbyists. The nature of these 
meetings was not disclosed. 


tions. written or oral, with 
nongovernmental entities 
regarding a regulation being 
considered. For oral com- 
munications, the date of the 
communication, who par- 
ticipated, and a summary of 
the communication should 
be written and made part of 
agencies' online rulemaking 
dockets 


Promptly after the meeting, 
if the agency was not already 
involved, the White House 
office should notify the 
agency of the meeting and 
provide the agency with any 
documents or meeting sum- 
maries. The agency should 
then post this information in 
its online rulemaking docket. 


D.l.d. Agencies should disclose online all substantive communications 
betw een the agency and nongovernmental entities regarding regulations. 
The primary mechanism for nongovernmental entities to communicate 
with federal agencies about a rule is through the comment period following 
publication ofan NPRM These communications are currently disclosed in the 
rulemaking docket. However, nongovernmental entities also communicate 
with agencies outside of the public comment period. Currently, rules do not 
exist to govern disclosure of these communications. 


Interest groups, especially those in Washington, with the resources and 
contacts to access agency decision makers are much more likely to engage 
in communications outside of the public comment period and off the public 
record, thus creating an imbalance. Small interest groups, groups outside of 
Washington, and individual citizens generally use the public comment period 
to comment on a rule, and the agency includes their comments in the public 
record. 


Agencies should begin disclosing both written and oral communications made 
with any nongovernmental entity related to a rulemaking once the docket has 
been created. For oral communications, the date of the communication, who 
participated, and a summary of the communication should be written and 
made part of agencies’ online rulemaking dockets. Written communications 
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and the logs of meetings between nongovernmental entities and the agency 
should also be made part of the online rulemaking docket. 

D.2. Create a system that allows the public to track the status of a rule and its 
associated paperwork requirements. The rulemaking process as currently 
devised provides few mechanisms for the public to learn about a rule's status. 
Twice a year, federal agencies are required to announce the rules they have 
in the pipeline, their stage of development <i.e., early stages of development, 
proposed rule, or final rule), and an approximate timeline. The information is 
published in the Unified Agenda and is notoriously inaccurate. 

Rules are given a Regulatory Identification Number early in the regulatory 
formulation process, but that identification does not necessarily always follow 
the regulation through its lifecycle. If the regulation is substantially revised, it 
may be given a new number, but there is no systematic way to trace its origins 
and connections to previous proposals. Moreover, there is no way to track 
paperwork that is associated with a particular rule 

OMB, in concert with the agency overseeing the e- rulemaking initiative 
(see Recommendation F.l). should develop a regulatory tracking system 
Creating a tracking system may require federal agencies to establish online, 
searchable holdings of regulatory actions under development. The system 
should be updated regularly, giving the public a better indication as to the 
rule's progress and when significant rulemaking decisions have been made. It 
may take years to perfect the system, but the work should begin as part of the 
broader e- rulemaking project. 

The creation of such a system would benefit both the public and the agency. 
The public would be better Informed, earlier In the process (that is, before 
publication of the NPRM). If the public is better informed, an agency 
can better gauge public reaction and incorporate the public's views into a 
proposal during its formation, rather than after it has been fully developed 
and Internally vetted. (The democratic benefits of public participation earlier 
in the process will be discussed in the next section.) 

A tracking system would be a helpful tool for small business. For example, 
businesses could look up a final rule and find out what paperwork is associated 
with the rule. That way. a company could know more easily what is expected 
of It, 

D.3. To the extent permitted by law, agencies should make government 
information publicly available. Improvements to the FOIA process could 
aid In rulemaking transparency. Although FOIA's reach extends beyond 
rulemaking and into other areas of government information, improved access 
to a broad class of records can contribute to a better public understanding of 
how government works, including rulemaking. 

Section (a)(2) of FOIA embodies the disclosure principles federal agencies 
should embrace. Under Section (a)(2). agencies are required to make publicly 
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available certain categories of government documents, the contents of FOlA 
requests the agency has fulfilled if they "have become or are likely to become 
the subject of subsequent requests," and an index of those documents. 

Currently, federal agencies are not fully embracing the spirit of Section (a)(2), 
in particular the clause In Section (a)(2) that requires them to make publicly 
available information they believe the public will request repeatedly, nor 
do most agencies keep an index of those documents. As with rulemaking 
information, it is important for government openness and accountability that 
agencies make such information available online 

Makutg greater use of Section (a)(2) of FOI A to make government information 
available online would greatly enhance transparency and public participation 
Embracing Section (a)(2) would also benefit the agency because officials 
would not have to spend as much time processing duplicative, repeat FOIA 
requests. (See Recommendation D.l.) 

By enacting the following recommendations, agencies can make strides in 
embracing FOlA's idea that government Information be made available to the 
public In a timely way. 

D.3.a. The president should instruct the attorney general to issue a memo 
calling on agencies to make government information publicly available 
under FOIA whenever possible. (See Recommendation 7 in "The First 100 
Days: Recommendations for President-Elect Obama” section.) On October 
12, 2001, then- Attorney General John Ashcroft issued a memorandum urging 
federal agencies to exercise greater caution in disclosing information requested 
under FOIA The Ashcroft memo has prompted agencies to unnecessarily 
withhold government information from the public and. by encouraging agencies 
to battle the public over FOIA requests, worsened the FOIA backlog. 

Ashcroft's memo superseded a 1993 memorandum from then-Attorney 
General Janet Reno that promoted disclosure of government information 
under FOIA unless it was ‘reasonably foreseeable that disclosure would be 
harmful" The Reno memo created an agency climate In which officials were 
more likely to share information with the public upon request. 

Because this report relates to the rulemaking process, we have focused on the 
benefits of disclosing information related to rulemaking issues, not foreign 
policy or national security matters. However, to the best of our knowledge, 
the push for greater disclosure under the Reno memo never led to the release 
of government information that risked our national security or public well- 
being. 

The president should direct the new attorney general to instruct agencies that 
the lustice Department will embrace the policy direction of the Reno memo to 
provide a defensible argument for aggressively disclosing information when 
possible- The president should act as soon as possible to send a message that 
the new administration stands for greater transparency. 
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D.3.b. Agencies should work to reduce the FOIA backlog. The FOIA 
backlog - the number of FOIA requests in the federal government's queue 
waiting to be addressed - continues to be a problem. In 2007. the FOIA 
backlog improved, but it still stands at 33 percent of the total number of 
requests processed. 5 From 2006 to 2007, eleven agencies did not make 
progress in reducing their FOIA backlog or presided over a worsening FOIA 
backlog.' Severe FOIA backlogs are an impediment to transpaicncy and 
public access. 

Agenciesshould actively work to reduce FOIA backlogs. A newadmimstration- 
wide directive on FOIA (see Recommendation D.3.a above) will help, as will 
making more information publicly available in rulemaking dockets, but 
agencies should take other steps as well Agencies should devote more time 
and resources to fulfilling FOIA requests 

O.3.C. Ihc president should request, Congress should appropriate, and 
agencies should use more funds to fulfill FOIA requests. As a general 
trend, the number of FOIA requests the government receives increases each 
year The cost to the federal government of handling FOIA requests was more 
than S350 million for 2007 .* 

Because the FOIA backlog Is so significant, and because FOIA requests arc 
likely to increase each year, agencies will eventually require more funds if 
they are to make progress in reducing the FOIA backlog and to promptly 
handle new FOIA requests. 

D.3.d. Agencies should develop plans for digitizing non-digital 
information. As mentioned above, the rise of the Internet has redefined the 
expectations for government transparency. For government information to 
be truly transparent, it should be available online. 

Untold numbers of government documents predate the Internet age. and 
some new documents are in a non-digital format. Scanning these documents 
and uploading them to agency websites will be costly and time consuming 

Agencies should develop long-term plans for digitizing non-digital 
information Agencies should plan to transition existing non-digital 
documents Into digital, full-text searchable formats. Agencies should also 
plan to minimize the amount of new information that is created in non- 
digital and/or non-full-text searchable formats. 

D.3.e. Agencies should not use the Confidential Business Information 
(CBI) claims under FOIA during public health emergencies. One of the nine 
FOIA exemptions allows agencies to deny FOIA requests if the information in 
question is "privileged or confidential" business information. 4 Agencies can and 
do claim the CBI exemption during public health emergencies. For example, 
during meat recalis, the federal meat inspection agency has refused to disclose 
the names of retail outlets where contaminated beef has been shipped if the 
list of retailers is considered confidential. The agency may be legally protected 
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in doing so, but not releasing the information unnecessarily puts the public at 
risk. During public health crises such as these, agencies should be disclosing 
CBI to the extent necessary to address the emergency. Where agency statutes 
do not provide authority to disclose CBI during public health emergencies, 
the Congress should provide necessary authority to do so. 

D 3.f. Agencies should disclose online the calendars of senior agency 
officials. The calendars of government officials often provide valuable 
evidence of how officials and/or their staffs spend their time. Officials' 
calendars are often the subject of FOIA requests. In the spirit of FOI A Section 
(a)(2). agencies should disclose online the calendars of political appointees 
and senior career officials. 

D.3.g. The president should ensure the FOIA ombudsman is housed at 
the National Archives and Records Administration, not the Department 
of lustice. The OPEN Government Act of 2007 created a new Office of 
Government Information Services at the National Archives and Records 
Administration (N’ARA) to serve as a FOIA ombudsman. It is to oversee 
the federal FOIA process and settle disputes within agencies. Although the 
Department of justice holds the primary responsibility for enforcing FOIA, 
Congress saw fit to house the ombudsman at N'ARA In order to insulate 
It from political influence In his FY 2008 budget request. President Bush 
attempted to move the ombudsman’s office to the Justice Department. 

The president should ensure that NAR A has adequate resources to implement 
the new Office of Government Information Services 


ENDNOTES 

1 Sec. for example, the American Bar Association* 2008 study on the status and future of 
e- rulemaking, entitled Achieving the Potential. The Future of Federal E-rulemaking, lor 
a thorough evaluation of electronic rulemaking and recommendations for the future 

2 OpenTheGovcrnment.org. 'Secrecy Report Card 2008: Indicators of Secrecy In the 
Federal Government.* p 11. available at http://www.openthegovernment.org/otg 
SecrecyReportCard08.pdf, last accessed October 6. 2008 

3. Ibid. 

4. I bid . p i 0. 

5 Use of Exemption 4. which covers CBI issues, has increased dramatically since 2003 
in the aftermath of instructions from then-Attorney General John Ashcroft and 
White House Chief of Staff Andrew Card instructing agencies to make greater use 
of FOIA Exemptions 2 (internal agency rules). 4 (proprietary - Information and trade 
secrets), and 5 (inter-agency memoranda) in handling 'sensitive" information. Use 
of Exemption 4 increased 46% In the five years since the instructions (2003 to 2007) 
compared to the five year prior to the Instructions ( 1998 to 2002). In 2007, there were 
10.136 uses of F.xemption 4 by federal agencies. Source OMB Watch analysis of data 
in Coalition of Journalists for Open Government, "An Opportunity Lost: An In-depth 
Analysis of FOIA Performance from 1998 to 2007," July 3. 2008.availableathttp://cjog. 
net/documents/Part_l_2007_FOlA_Report,pdl, last accessed November 3, 2008 
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PARTE. 

PUBLIC 

PARTICIPATION 



THE PROBLEM 

The primary vehicle for public participation is the comment period directly 
following publication of a notice of proposed rulemaking (NPRM). What 
the public does not fully appreciate, however, is that notice of a proposed 
rulemaking comes quite late in the rule development process. Agencies 
often decide the general framework for regulators- actions during the pre- 
rule stage (before the publication of the NPRM). Therefore, participation 
during the standard comment period provides post hoc reactions to largely 
predetermined policy choices, and those earlier policy choices have not been 
made in an open, inclusive, or transparent process. 

The participation thatoccurs either in thcpre-rulestageorduringthecomment 
period is one in which interested parties give feedback to government officials 
but where there is no clear process for regular interaction between agency 
officials and the public. As a result, the participation that actually impacts 
agency decision making is limited to those with the knowledge, resources, 
and access that enables them to contact decision makers informally at key 
points in the process. 

Public participation in the rulemaking process is important for both the 
public and for federal agencies developing rules. The public has a right to 
participate in the rulemaking process, and doing so enhances both civic 
engagement and understanding. The rulemaking process docs not, and 
should not, operate as plebiscite or referendum. However, the ability of 
citizens to have a voice in the policymaking process is a central tenet of our 
representative democracy, even if that voice is not determinative. Agencies 
benefit, too. Meaningful public participation can provide decision makers 
with valuable insight into how a policy proposal will actually be implemented, 
what its real world impacts may be. or simply how it will be received in the 
court of public opinion. 
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The "public" can include experts and people who are not directly interested in 
the rule and might not otherwise participate, but who bring vast knowledge 
and experience, directly or indirectly, with the issues raised by the rulemaking. 
In the past, it was difficult or impossible to include these people because they 
were geographically dispersed. In addition, there are laws that allow certain 
stakeholders (for example, state and local governments, small business 
representatives) affected by rules to have access to the rulemaking process 
prior to the time when the experts and other knowledgeable segments of the 
public have access. Online commenting opens new possibilities for reaching 
out to these people, bringing them into the regulatory process, thus leveling 
the playing field and drawing on their knowledge and insight to craft a better 
rule. If federal officials incorporate such insights into their thinking as they 
craft the proposed and final rules, the result will be rules of greatly improved 
quality' that better serve the public 

Another problem with the process as currently structured is that the commeni 
period does not easily allow for a dialogue among commenters. Commenters 
often file on the last day of a period partly because they have used the entire 
comment period to prepare and polish their submissions, and partly so as 
not to reveal their arguments to those holding opposing views. Interested 
stakeholders can and do use their comments to refute what they anticipate 
will be the arguments of their opponents, but this approach is not as helpful 
as replies to actual comments through dialogue or debate. The absence of 
a debate underscores the need for a comment process that can generate an 
actual dialogue about a proposed rule. 

Ultimately, the objective should be to bring to the process a broad range of 
relevant expertise, interests, and perspectives, and then improve the quality of 
the dialogue between the public and the agency so that regulatory outcomes 
are of the highest quality possible and are perceived as fair, open, and 
legitimate. Given the technical nature of rulemakings, numerous challenges 
present themselves. First, even experts may have limited understanding of the 
rulemaking process and may not be aware that a rule of potential interest Is 
being developed. Second, the public may not understand complex rules, but 
may still be able to provide helpful input on the substantive issues in proposed 
regulations. Third, when the public has value to add, it may not possess the 
means or time to do so. Fourth, there is a tendency for the regulator)' process 
to become captive to narrow audiences that may not adequately reflect the 
broader public perspective. 

These problems have always been with us and will afflict any regulatory process. 
The rise of electronic communication offers new possibilities for reforming the 
rulemaking process to include a wider range of experts and stakeholders in a 
process that, for the first time, is truly open, interactive, and well informed. Ii 
is too soon to presenbe specific methods and procedures for how electronic 
rulemaking should work, but agencies have begun to experiment with new 
procedures. The president should strongly encourage agencies in such 
experiments - both by directive and by funding such pilots in agency budgets. 
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SUMMARY OF RECOMMENDATIONS 

Public participation in the rulemaking process should involve more 
constructive communication between federal officials, the public at large, 
and outside stakeholders. Federal agencies should experiment with new 
techniques that allow for an exchange of ideas between interested parties 
and the government and among interested parties with diverse views. N'ew 
techniques should create opportunities for participation in the pre-rule stage 
while policies are still under development. 


DETAILED RECOMMENDATIONS 

E.l. The federal e-rulemaking initiative needs to be reformed and 
accelerated to strengthen public engagement in the rulemaking process. 

Regulations.gov is a government-run website, the primary purpose of which 
is to provide the public and other agencies with a central location to find, 
view, and comment on proposed rules. Regulations.gov displays the text of 
proposed policies and the text of comments. It can also allow users to search 
for and read supporting material that serves as the basis for rulemakings. 

Regulations.gov has made pioneering strides in making the rulemaking 
process more accessible in the Internet age. but it has not lived up to 
expectations nor to Its full potential. The site is difficult to use. and finding 
regulatory proposals or other information can be tedious. For example, 
the site does not allow users to easily search for dockets - the collection of 
documents related to a specific rulemaking. 

Changes to Regulations.gov should allow the website to better serve the 
public's need for access to rulemaking dockets. (See Recommendation D.l.) 
A top priority should be to improve the website to make it easier for the 
public to find regulations of interest and to comment on them. 

To engage the public earlier in the process, agencies should open dockets as 
soon as they make the decision to undertake a rulemaking and regularly post 
information on developments occurring before publication of the NR PM 
For example, contact information for agency officials, updates on regulatory 
planning included in the semiannual Unified Agenda, and the posting of kev 
studies could all be included In the online docket before the NPRM is finished 
and posted. 

Regulations gov should also be a mechanism for allowing both user and agency 
experimentation in order to Improve the regulatory process. It could provide 
the platform for assessing and supporting greater information technology 
capabilities and resources within agencies and among stakeholders. It could 
allow, for example, the public and regulated communities to have the option 
of using either the central website or agency sites to get needed information 
Having multiple pathways to regulatory information in today’s world of 
distributive databases would mean that the same core data are available to the 
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public no matter which approach is used to find information. Visiting agency 
websites, however, the user might find other value-added information; If 
visiting Regulations.gov. the user might find more comparative information 
across government. 

The Office of Management and Budget (OMB) should make improvements 
to e-rulemaking a high priority, working closely with the appropriate 
agencies, to formulate and implement a plan of action. Here are two ways 
OMB can be helpful. First, it should request resources from Congress to 
adequately fund the e- rulemaking initiative. Currently, federal agencies 
arc required to divert resources from other programs to fund the initiative. 
This requirement may be a disincentive to encourage participation. Second. 
OMB should seek resources to strengthen agency information technology 
capacity so that they further expand the objectives of the e-rulemaking 
initiative. 1 


E.2. Agencies should be encouraged to experiment with interactive technology 
to solicit stakeholder input. Agencies should be encouraged to try new ways 
of stimulating public participation, such as using pilot programs to experiment 
with interactive technology. For example, agencies could experiment with 
making field hearings open to broader audiences than ever before by using 
online and teleconference tools, just the same, technological innovations cannot 
completely predude real-world practical concerns: a recent Mine Safety and 
Health Administration hearing on drug and alcohol testing for miners was set 
up as a teleconference, but MSHA did not provide for large-enough spaces for 
the public to attend and participate in the teleconference. These experiments 
should be evaluated and the tension between expediting the rulemaking process 
and improving participation 


should be balanced before full- 
scale approaches are adopted 

E.3. Agencies should experi- 
ment with new ways to en- 
courage participation by 
the public and stakehold- 
ers even prior to proposed 
rulemaking in order to lev- 
el the playing field. Either 
by statutory requirement or 
executive prerogative, agen- 
cies seek input even before 
the rule enters the formal 
notice-and-comment stage. 
Unfortunately, this involve- 
ment in the pro-rulemaking 
stage is selective to certain 
stakeholders, building un- 
fairness into the rulemaking 
process. 


The Small Business Regulatory Enforce- 
ment Flexibility Act requ'res the Environ- 
' mental Protection Agency and the Occu- J 
^ pattonal Safety and Health Administration 
to consult with a pan^ o* small business 
men and women oeforc proposing or fi- 
nalizing rules that might impact the small 
business community. However, this con- 
sultation occurs before the public is privy 
to Information about the rule ar.d car. 
affect rules in ways rh 2 t tilt the outcome 
toward regu'.ateo interests. In ,2006. OSHA 
finalized a health standard for workers ex- 
posed to hexavalem chromium, a danger- 
ous carcinogen. The standard announced 
in the final rule was significantly weaker 
than what OSHA had proposed two years 
earlier, In the final rule. OSHA Indicated 4 
changed the standard partly as a result of 
the S8REFA pane. 3 input. 
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We need to find new ways to engage the public. To facilitate improved 
participation in the pre-rule stage, agencies should notify the public of its 
plans to undertake a rulemaking and then provide regular updates. For 
example, improved tracking capabilities would allow the public to follow the 
rule as it develops and comment at any critical Juncture that may set the 
course of the new policy. Allowing the public to voice concerns in a timely 
way permits the agency to respond to concerns in conjunction with making a 
decision instead of long after. See Recommendation D.2. for how to improve 
rule tracking. 

Examples of other mechanisms with which agencies might experiment to 
solicit diverse views about a rulemaking could include: 

• Creating an interactive website similar to the European Union's 
Your Voice in Europe site (see http://ec.europa.eu/yourvoice/index_ 
en.htm); 

• Employing public hcalth/environmental analysts to help explain techni- 
cal issues to the public; 

• Creating an ombudsman /public Interest advocate similar to one that 
exists for small business; 

• Funding outside groups on a rule-by-rule basis similar to the commu- 
nity advocate funding provided under Superfund legislation; and/or 

• Hosting online meetings/communications using interactive technolo- 
gies. 


E.4. Agencies should make better use of advisory committees to serve as 
vehicles for hearing the views of stakeholder groups and the public at 
large, especially in the pre-rule stage. Federal agencies should use federal 
advisory committees (FACs) more frequently to elicit public, scientific, and 
stakeholder views, including during the pre-rule stage. Agencies may form 
standing FACs to address scientific issues that are likely to remain of national 
concern, such as dimate change or import safety. Agencies may also wish 
to form ad hoc FACs when they decide to undertake a specific rulemaking. 
These FACs can run a parallel course to the agency's efforts to develop rules; 
panel members could weigh in on questions, determinations, or evidence in 
the pre-rule stage as they arise. In any case, the committees should be used 
to solicit information important to forming effective options and alternatives 
before policy decisions are made. 

The Federal Advisory Committee Act (FACA) requires, with limited 
exception, that advisory meetings be open to the public The act also requires 
FACs to be "fairly balanced in terms of the paints of view represented" 
Taking those two points into consideration, FACs can be a vehicle to hear 
the views of stakeholder groups and the public at large on pressing issues 
- especially in the pre-rule stage before an agency narrows policy into one or 
more regulatory options. 
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To realize the promise of advisory committees as participation vehicles, 
provisions requiring both openness and balance must be met. Currently. 
FACA meetings are not as open as Congress likely envisioned. In 2007, 
only 30 percent of FACA meetings were fully open to the public. 2 Agencies 
must open more meetings to the public and provide time for comments or 
questions, especially for meetings related to a rulemaking. Agencies must also 
make concerted efforts to inform the public of upcoming meetings. Specific 
recommendations about strengthening the workings of federal advisory 
committees are in Recommendation B.3 and B.4. 




ENDNOTES 

1. American Bar Associauon, Achieving the Potential: The Future of Federal E- 
rulemaking. 

2. According to the General Service Administration's FACA database, 6,9-10 meetings 
were held in FY2007. Of those, 2,109 were open, 4,541 were closed, and 290 were 
partially dosed. Available at http://www.fido.gov/facadatabase/pubUc.asp, last accessed 
October 6, 2008. 
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APPENDIX 1. 

LISTS OF 

RECOMMENDATIONS 


ORGANIZED BY TOPIC 

Below is the list of recommendations as they appear in the report, without 
explanatory text. 

The First 100 Days: Recommendations for President-Elect Obama 

1. Place a moratorium on finalizing any new regulations, and review 
those rules finalized but not yet in effect. 

2. To set a new tone for the new administration, the president should 
pursue the timely appointment of qualified individuals to regulatory 
agencies critical to protecting the public. 

3. Increase agency funding for regulatory implementation and en- 
forcement. 

4. 'Ihe president should form a blue ribbon commission to analyze 
the regulatory process with the goals of examining existing require- 
ments and reducing unnecessary delay. 

3- The president should appoint a qualified administrator for the 
Office of Information and Regulatory Affairs within the Office of 
Management and Budget who can lead the office in fulfillment of its 
statutory obligations and transform the role of OIRA. 

6. The president should rescind E.O. 13422 immediately. 

7. The president should improve executive branch transparency by 
replacing the Ashcroft memorandum with another memorandum 
directing agencies to make more information publicly available. 
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The First 100 Days: Recommendations for the 111* Congress 

1. Use the Congressional Review Act (CRA) to stop ill-advised "mid- 
night regulations" from the previous administration. 

2. As the new Congress organizes itself, it should clarify committee 
jurisdiction and reassert its responsibilities for review and oversight 
of cross-cutting regulatory issues. 

3. Increase agency funding for regulatory implementation and en- 
forcement. 

4. Strengthen federal protections for whistleblowers by passing pend- 
ing legislation in both chambers. 


A. Improving the Quality of Regulations 

A.l. Regulatory solutions and the analysis of regulatory alternatives 
should be consistent with statutory provisions. 

A.2. To the extent that cost-benefit analyses are done, they should be 
guided by a set of core principles. 

A. 3. Scientific uncertainty per se docs not provide sufficient justifica- 
tion to avoid promulgating regulations. 

A.4. Agencies should be encouraged to clearly state problems, iden- 
tify data gaps, restore needed collection and monitoring programs, 
and address new information needs as they are confronted with new 
regulatory problems. 

A.5. The Paperwork Reduction Act needs to be amended and reau- 
thorized. 

A. 6. Agencies should develop their own standards for the use of risk 
assessment according to best practices applicable to the issues with 
which they are confronted. 

A.7. Implied preemption in rulemakings must be curtailed. 


B. Integrity and Accountability 

B.l. The president should instruct his agency heads that scientific in- 
tegrity must be a core component of regulatory actions. 

B.2. Federal protections for public and private sector whistleblowers 
need to be strengthened to serve as a check on misconduct. 

B.3. Strengthen the Federal Advisory Committee Act (FACA). 

B.4. Improve conflicts of interest laws. 
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B.5. Disclose the scientific, technical, economic and social analyses 
used in the formation and promulgation of regulatory documents. 

B.6. Resurrect the Office of Technology Assessment (OTA). 

B.7. For key areas of international health and safety regulation af- 
fecting Americans and U.S. businesses, Congress and the president 
should call for greater transparency in order to make the process 
more democratic. 

B.8. The president should encourage agency heads to adopt (or mod- 
ify) guidelines to allow scientists to communicate directly with inter- 
ested parties. 

B.9. Agencies should abstain from inappropriate interference in the 
work of other agencies and end secretive interagency reviews of scien- 
tific and technical information. 


C. Implementation and Enforcement of Regulations 

C.l. Funding for enforcement of regulations must be increased. 

C-2. Develop a comprehensive regulatory compliance initiative. 

C.3. Modernize enforcement requirements across government to as- 
sure credible deterrence. 

C.4. Fund an historical assessment of regulatory agency budgets and 
resource needs. 


D. Transparency in the Rulemaking Process 

D.l. Agency rulemaking dockets should be expanded, complete, and 
available online. 

D.l. a. Agencies should disclose online all studies in their possession re- 
lated to a rulemaking, regardless of whether the study was used to inform 
the policy option the agency chose. 

D. 1 .b. Agencies should disclose online all written communications among 
federal officials from different agencies, including the White House, re- 
garding rules under development or under review. 

D.l.c. Agencies should disclose online all communications, written or 
oral, between any White House office and any nongovernmental entity 
regarding rules under development or under review. 

D.l d. Agencies should disclose online all substantive communications 
between the agency and nongovernmental entities regarding regula- 
tions. 
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D.2. Create a system that allows the public to track the status of a rule 
and its associated paperwork requirements. 

D.3. To the extent permitted by law, agencies should make govern- 
ment Information publicly available. 

D.3.a. The president should instruct the attorney general to issue a memo 
calling on agencies to make government information publicly available 
under FOIA whenever possible. 

D.3.b. Agencies should work to reduce the FOIA backlog 

D.3<c. The president should request. Congress should appropriate, and 
agencies should use more funds to fulfill FOIA requests. 

D.3.d. Agencies should develop plans for digitizing non-digital informa- 
tion. 

D.3.e. Agencies should not use the Confidential Business Information 
(CBI) claim under FOIA during public health emergencies. 

D.3.f. Agencies should disclose online the calendars of senior agency 
officials. 

D.3.g. The president should ensure the FOIA ombudsman is housed at 
the National Archives and Records Administration, not the Department 
of Justice. 


E. Public Participation in the Rulemaking Process 

E.l. The federal e-rulemaking initiative needs to be reformed and 
accelerated to strengthen public engagement in the rulemaking pro- 
cess. 

E.2. Agencies should be encouraged to experiment with interactive 
technology during comment periods. 

E.3. Agencies should experiment with new ways to encourage par- 
ticipation by the public and stakeholders even prior to proposed rule- 
making in order to level the playing held. 

E.4. Agencies should make better use of advisory committees to serve 
as vehicles for hearing the views of stakeholder groups and the public 
at-large, especially in the pre-rule stage. 
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ORGANIZED BY DECISION MAKER 

In each recommendation in the report, the Steering Committee has identified 
one or more decision making bodies responsible for carrying out the 
recommendation This list categorizes recommendations by decision making 
body - either Executive Branch (the President, the Executive Office of the 
President, or federal agencies) or Congress. Where a recommendation is the 
responsibility of both branches, it is included in both categories and marked 
with an asterisk (*) 

Executive Branch 

Next Administration 1. Place a moratorium on tinalizing any new 
regulations, and review those rules finalized but not yet in effect. 

Next Administration 2. To set a new lone for the new administration, 
the president should pursue the timely appointment of qualified indi- 
viduals to regulatory agencies critical to protecting the public. 

Next Administration 3. Increase agency funding for regulatory im- 
plementation and enforcement. 

Next Administration 4. The president should form a blue ribbon com- 
mission to analyze the regulatory process with the goals of examining 
existing requirements and reducing unnecessary delay. 

Next Administration 5. The president should appoint a qualified ad- 
ministrator for the Office of Information and Regulatory Affairs with- 
in the Office of Management and Budget who can lead the office in ful- 
fillment of its statutory obligations and transform the role of OIRA. 

Next Administration 6. The president should rescind E.O. 13422 im- 
mediately. 

Next Administration 7. The president should improve executive 
branch transparency by replacing the Ashcroft memorandum with 
another memorandum directing agencies to make more information 
publicly available. 

A.l. Regulatory solutions and the analysis of regulatory alternatives 
should be consistent with statutory provisions. 

A.2. To the extent that cost-benefit analyses are done, they should be 
guided by a set of core principles. 

A.3. Scientific uncertainty per se does not provide sufficient justifica- 
tion to avoid promulgating regulations. 

A.4. Agencies should be encouraged to clearly state problems, iden- 
tify data gaps, restore needed collection and monitoring programs, 
and address new information needs as they are confronted with new- 
regulatory problems. 
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A.6. Agencies should develop their own standards for the use of risk 
assessment according to best practices applicable to the issues with 
which they are confronted. 

A. 7. Implied preemption in rulemakings must be curtailed. 

B. 1 . The president should instruct his agency heads that scientific in- 
tegrity must be a core component of regulatory actions. 

B.2. Federal protections for public and private sector whistleblowers 
need to be strengthened to serve as a check on misconduct.* 

B.3. Strengthen the Federal Advisory Committee Act (FACA).* 

B.4. Improve conflicts of interest laws.* 

B.5. Disclose the scientific, technical, economic and social analyses 
used in the formation and promulgation of regulatory documents.* 

B.7. For key areas of international health and safety regulation af- 
fecting Americans and U.S. businesses, Congress and the president 
should call for greater transparency in order to make the process 
more democratic.* 

B. 8. The president should encourage agency heads to adopt (or mod- 
ify) guidelines to allow scientists to communicate directly with inter- 
ested parties. 

8.9. Agencies should abstain from inappropriate interference in the 
work of other agencies and end secretive interagency reviews of scien- 
tific and technical information. 

C. l. Funding for enforcement of regulations must be increased.* 

C.2. Develop a comprehensive regulatory compliance initiative. 

C. 3. Modernize enforcement requirements across government to as- 
sure credible deterrence. 

D. l. Agency rulemaking dockets should be expanded, complete, and 
available online. 

D.l. a Agencies should disclose online all studies in their possession re- 
lated to a rulemaking, regardless of whether the study was used to inform 
the policy option the agency chose. 

D. l.b. Agencies should disclose online all written communications among 
federal officials from different agencies, including the White House, re- 
garding rules under development or under review. 

D.l.c. Agencies should disclose online all communications, written or 
oral, between any White House office and any nongovernmental entity 
regarding rules under development or under review. 

D i d. Agencies should disclose online all substantive communications 
between the agency and nongovernmental entities regarding regula- 
tions. 
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D.2. Create a system that allows the public to track the status of a rule 
and its associated paperwork requirements. 

D.3. To the extent permitted by law, agencies should make govern- 
ment Information publicly available. 

D3.a. The president should instruct the attorney general to Issue a memo 
calling on agencies to make government information publicly available 
under FOIA whenever possible. 

D.3.b. Agencies should work to reduce the FOIA backlog. 

D.3.C. The president should request, Congress should appropriate, and 
agencies should use more funds to fulfill FOIA requests.* 

D.3.d. Agencies should develop plans for digitizing non-digital informa- 
tion. 

D,3.e. Agencies should not use the Confidential Business Information 
(CBI) claim under FOIA during public health emergencies. 

D.3.f. Agencies should disclose online the calendars of senior agency 
officials. 

D. 3.g. The president should ensure the FOIA ombudsman is housed at 
the National Archives and Records Administration, not the Department 
of Justice. 

E. l. The federal e-rulcmaking initiative need* to be reformed and 
accelerated to strengthen public engagement in the rulemaking pro- 
cess. 

E.2. Agencies should be encouraged to experiment with interactive 
technology during comment periods. 

E.3. Agencies should experiment with new ways to encourage par- 
ticipation by the public and stakeholders even prior to proposed rule- 
making in order to level the playing field. 

E.4. Agencies should make better use of advisory committees to serve 
as vehicles for hearing the views of stakeholder groups and the public 
at-large, especially in the pre-rule stage. 

Congress 

Next Congress 1 . Use the Congressional Review Act (CRA) to stop ill- 
advised "midnight regulations" from the previous administration. 

Next Congress 2. As the new Congress organizes itself, it should clar- 
ify committee jurisdiction and reassert its responsibilities for review 
and oversight of cross-cutting regulatory issues. 

Next Congress 3. Increase agency funding for regulatory implemen- 
tation and enforcement. 
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Next Congress 4. Strengthen federal protections for whistleblowers 
by passing pending legislation in both chambers. 

A. 5. The Paperwork Reduction Act needs to be amended and reau- 
thorized. 

B. 2. Federal protections for public and private sector whistleblowers 
need to be strengthened to serve as a check on misconduct.* 

B.3. Strengthen the Federal Advisory Committee Act (FACA).* 

B.4. Improve conflicts of Interest laws.* 

B.5. Disclose the scientific, technical, economic and social analyses 
used in the formation and promulgation of regulatory documents.* 

B.6. Resurrect the Office of Technology Assessment (OTA). 

B. 7. For key areas of international health and safety regulation af- 
fecting Americans and U.S. businesses, Congress and the president 
should call for greater transparency in order to make the process 
more democratic.* 

Cl. Funding for enforcement of regulations must be Increased.* 

C. 4. Fund an historical assessment of regulatory agency budgets and 
resource needs. 

D. 3x. The president should request. Congress should appropriate, and 
agencies should use more funds to fulfill FOIA requests.* 


187 


APPENDIX 2. 

PROJECT 

DESCRIPTION 


OMB Watch initiated this regulatory reform project. Advancing the 
Public Interest Through Regulatory Reform, in Spring 2007 to develop 
recommendations to improve the US regulatory system. Comprehensive 
reform of the entire regulatory system in all its complex details is well beyond 
the scope of this project; to achieve a fully restructured regulatory system will 
require the public, private enterprise, the president, Congress, and federal 
agencies to be thoughtfully engaged. We hope our efforts to address the most 
pressing issues and identify principles of reform can be a catalyst for that 
broader reform effort. 

Nineteen people agreed to serve on the Steering Committee to oversee 
the project.’ The criteria for service on the Steering Committee were 1) 
a knowledge of the regulatory system, 2) belief that the system is in need 
of substantial reform, and 3) a belief that the federal government has an 
important regulatory role to play in providing essential public protections. 
Membership in the Steering Committee changed only slightly over the course 
of the project. 

The initial goals of the project were to produce; 

• A report with specific recommendations the next president can 
implement to improve the regulatory process, as well as longer-range 
ideas for changing the regulatory process; 

• Public opinion research to frame regulatory discussions; and 

• A web- based regulatory resource center. 

Recommendations to the next president and other recommendations for 
changing the regulatory process are included in this report. The public 
opinion research was used to inform much of the report. For example, it 
lends credence to the call for reforming the regulatory process generally and 
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for the transparency reforms in particular. The Regulatory Resource Center 
is part of OMB Watch's website (available at http://www.ombwatch.org/ 
regresources). Each of these project segments are described below. 

In leading the project, the Steering Committee 1) identified topics that should 
be covered by this project. 2) provided the structure and topics for the work of 
four task forces to help develop recommendations, 3) assisted with approaches 
to frame regulatory matters, including advice and background materials for 
the public opinion research, l) provided advice during the development of 
the regulatory resource center. 5) developed recommendations that the next 
president can immediately implement to strengthen the regulatory process. 
6) developed a longer-range framework for a more efficient and responsive 
regulatory structure in government, and 7) developed the strategy and 
products to disseminate the results of the project. 

The Steering Committee met four times between July 2007 and September 
2008 either in person or by teleconference. In addition, there were two ad hoc 
subcommittees formed, one to assist with framing the public opinion research 
issues and one to assist in the development of the outline of the final report 
and the products to help disseminate the recommendations. OMB Watch 
provided staff support to the project. The following sections describe the 
processes the Steering Committee used to achieve each of the project goals 


DEVELOPING REGULATORY RECOMMENDATIONS 

The project was initiated and potential Steering Committee members 
contacted in early 2007. OMB Watch initiated the project well in advance of 
the change in presidential administration in order to more comprehensively 
address the problems in the regulatory process. Steering Committee 
members brought unique knowledge of and experience with the regulatory 
system. The members brought the perspectives of business, scientific, public 
health, and government accountability public interest organizations, unions, 
academia, and law practitioners. (See Appendix 3 for a list of members and 
their affiliations.) 

At the first committee meeting in July 2007, members established the 
guidelines for the project, such as the project's objectives and Steering 
Committee and staff responsibilities. More importantly, the Committee: 
l) set out the principles government should try to advance through its 
regulatory process; and 2) reached agreement on the subjects of four task 
forces that would be vehicles for helping the Committee develop its list of 
recommendations. 

The Steering Committee created the task forces organized around four 
topics deemed critical to addressing the range of regulatory issues the 
Committee identified. The task force topics were: 1) transparency and public 
participation; 2) scientific integrity; 3) regulatory tools; and 4) government 
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management. In subsequent communications, the Steering Committee 
established the basic mandates for each task force, insisting each operate 
independently from the Committee and from each other 

Each task force consisted of a chair and a variety of members selected by the 
chan in coordination with the project staff. The task forces were formed and 
began their work early in 2008. Each addressed its individual mandate from 
the Committee in different ways as described below (See Appendix 4 for 
lists of task force members.) 

The task force members did not participate in any way in developing this 
overall project report. Involvement by task force members implies no 
endorsement of the Steering Committee's analysts or recommendations 

Transparency anti Public Participation Task Force 

This task force addressed several questions focused on improving both 
transparency and public participation in the rulemaking process specifically. 
The task force also addressed ways to strengthen both technical aspects 
as well as government-wide issues of transparency and participation. Fot 
example, it addressed steps that can be taken to improve the way the public 
can track individual agency regulations and their associated records, and 
better participate in the notice-and-comment period when regulations are 
being developed; it also addressed steps to strengthen transparency of the 
rulemaking process across government agencies. 

Professor Cary CogUanese of the University of Pennsylvania chaired the task 
force The task force consisted of fifteen members from academia, public 
interest groups, consultants, lawyers, and academic librarians. The members 
were brought together to discuss problems and issues and reviewed materials 
prepared by the chair and two University of Pennsylvania law students acting 
as reporters. Individual members were asked to contribute language regarding 
specific issues the task force addressed, and the preparation of the task force 
report was completed by Professor Coglianese and the reporters and reviewed 
by task force members. The task force did not set a goal of consensus on 
recommendations; thus, the recommendations presented in the final task force 
report represent a synthesis of the discussions. The report of the Transparency 
and Public Participation Task Force is available online at www, ombwatch.org/ 
regs/ PDFs/TP Preport. pdf. 

Scientific Integrity Task force 

The Steering Committee asked this task force to address Issues around 
ways to safeguard scientific information in the rulemaking process: the 
independence of the information and the mechanisms used to generate it, and 
the independence of scientists and the climate within the agencies in which 
they work. For example, the task force addressed the appropriate role for 
federal advisory committees within agencies and how agencies might better 
deal with the selection of committee membership and with conflict of Interest 
issues 
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Dr. Francesca Grifo of the Union of Concerned Scientists chaired the task 
force. In an approach similar to the transparency task force, Dr. Grifo and 
her staff drafted materials and circulated them to the members of the task 
force and to colleagues m the scientific community familiar with the way 
agencies conduct their regulatory work. The reviewers made suggestions and 
comments about realistic improvements to the draft materials. The report 
was again circulated to members of the task force for subsequent review 
The report of the Scientific Integrity Task Force is available online at www. 
ombwatch.org/regs/PDFs/SIreport.pdf. 

Government Management Task Force 

This task force had the broadest mandate from the Steering Committee 
The task force addressed the philosophical and legal frameworks for a new 
vision of the regulatory process. In addition to these important elements, the 
Steering Committee asked the task force to address ways to make agencies 
more responsive and effective in everything from their planning, review, and 
enforcement responsibilities to their responsiveness in emergency situations. 
Finally, the task force recommended steps the next president should take 
immediately upon entering office to change the regulatory system. 

Professor Steven Croley of the University of Michigan was the task force chair 
The task force consisted of nine total members representing government 
officials, academia, and the public interest community. Due to the breadth 
of the mandate to this task force, Professor Croley asked the members to 
volunteer to write papers on each of the questions asked of the task force. 
Singularly and in pairs, members drafted papers for review by the chair and 
subsequently by the entire task force. The chair then combined the papers 
Into a final Government Management Task Force report, which is available 
online at www ombwatch.org/regs/PDFs/GOVMGMTreport.pdf. 

Regulatory Tools Task Force 

The Steering Committee asked this task force to address issues surrounding 
the range of tools agencies use in their analyses of regulatory options and to 
explore and recommend alternative methods if available. Among the many 
tools used are risk assessments, cost -benefit analysis, various data collection 
techniques, environmental impact statements, and peer review procedures. 
The application of these many tools is critical to setting the levels of protective 
standards such as air pollution limits or toxic chemical exposure levels. 

Dr. Ruth Ruttenberg of the National Labor College chaired the task force which 
consisted of nine total members representing public health professionals, 
unions, academia, law. and the public interest community. The task force 
members had a wide range of opinions, based on their diverse experiences, 
about the range of tools that the task force should address. As a result, the 
members provided information about the regulatory process in a series of 
conference calls and by drafting statements describing the way various tools 
are and should be used in their areas of expertise This approach provided the 
project staff with information about the range of tools and their applications 
The task force issued draft reports but did not issue a final report 
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The task forces were used as important, but not the only, sources of 
information to inform project staff as staff developed recommendations 
for the Committee's consideration. The task forces completed their work 
in lulv and August The staff drafted an initial version of recommendations 
drawing on the task force work, outside materials from a wide range of 
sources (academic studies, regulatory reports and analyses, legal sources, 
etc.), conversations with regulatory experts from different fields, their own 
regulatory expertise, and interviews with Steering Committee members. 

The Steering Committee met for two days in September 2008 to review the 
recommendations and to decide which recommendations for reforming 
the regulatory process they would advance. Staff revised the draft report, 
circulated it again to the Steering Committee for revisions, and then drafted 
the final report issued by the Steering Committee after a final review by 
the Committee. At the September meeting. Steering Committee members 
agreed that the report should not be issued as an OMB Watch report, but as a 
product produced by the 1? participants since it reflected a combined effort 
Project staff prepared a separate summary of the recommendations to use 
with the transition team and congressional visits. 


PUBLIC OPINION RESEARCH 

As part of OMB Watch's project. Advancing die Public Interest Through 
Regulatory Reform, Lake Research Partners (LRP) conducted a series of focus 
groups. In early 2008. LRP held four focus groups with likely voters of no 
strong partisan affiliation Two were held in Philadelphia on Feb. 6, 2008. 
One group was mixed race, white collar (those with college or graduate- 
level education), and female. The other was mixed race, blue collar (those 
who were high school graduates who may have attended trade schools but 
did not graduate from college), and male. The other two focus groups were 
held in Atlanta on Feb. 12. 2008. One group was mixed race, blue collar, and 
female. The other was all white, white collar, and male. All four groups had 
10 participants 

LRP also conducted two focus groups of small business owners (businesses 
with no more than fifty employees) of no party affiliation or no strong party 
affiliation. Both were held in Chicago on April 17. 2008. One group was male, 
the other was female, and both groups w'ere mixed race. Both groups had six 
participants. 

A subcommittee of the Steering Committee provided valuable assistance in 
framing the Issues addressed in the focus group research. In two meetings with 
LRP staff, one about the likely voter group and one about the small business 
group, the subcommittee helped develop the guides used by the moderators 
of the focus groups. The subcommittee raised issues and provided examples 
to test in the groups. 


192 


APPENDICES PROJECT DESCRIPTION 


The research was done to gauge public sentiment about the role of government 
today and the public's views on the pros and cons of regulation. The research 
was also designed to begin framing regulatory issues for policymakers, 
advocates, and other interested parties. LRP completed its final report in June 
2008 and their findings are reflected throughout the Steering Committees 
report. 


REGULATORY RESOURCE CENTER 

An additional component of the regulatory project was the creation of a 
web-based resource center for advocates and the public to learn about the 
regulatory process and how to participate in it. The Regulatory Resource 
Center is housed on OMB Watch’s website (http://www.ombwatch.org/ 
regresources). The center consists of an advocacy center and a policy library. 
It is designed to educate citizens on how they can become involved in the 
regulatory process (Advocacy Center) and to inform the public about the 
workings of the regulatory process (Policy Library). 

The Steering Committee reviewed the center as it was being developed by 
OMB Watch staff and tested early components. Staff conducted beta testing 
with the Steering Committee and OMB Watch employees OMB Watch then 
publicized the website in a developmental stage and users were encouraged 
to submit suggestions on the design, content, and usability. After making 
modifications to the website, the center was officially launched in March 
2008. It is one of the few web-based sites for information about the regulatory 
process and is being continually updated. 


ENDNOTES 

l Three people had to resign from the Steering Committer during the prefect, and one 
person joined mid-way; resulting in 17 people on the Steering Committee at the end 
of the project. 
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APPENDIX 3. 

STEERING COMMITTEE 
MEMBERSHIP 


Below are the Steering Committee members for the Advancing the Public 
Interest Through Regulatory Reform project as of November 2008.* Affiliations 
arc for identification purposes only and do not indicate involvement or an 
endorsement of the project recommendations by the organizations. 

Gary D. Bass 
Executive Director 
OMB Watch 

Michael Bird 

Senior Federal Affairs Counsel 
National Conference of State Legislatures 

Caroline Smith DeWaal 

Director. Food Safety Program 

Center for Science in the Public Interest 

N. Bruce Duthu 

Professor of Native American Studies 
Dartmouth College 

David J. Goldston 

former Chief of Staff 

U.S. House Committee on Science 

Mark Greenwood 
Partner 
Ropes & Gray 

Francesca Grifo 

Senior Scientist and Director of Scientific Integrity Program 
Union of Concerned Scientists 

John Irons 

Research and Policy Director 
Economic Policy Institute 
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Edwin S. Jayne 

Associate Director of Legislation 

American Federation of State, County, and Municipal Employees 

Sylvia Johnson 
Legislative Representative 

United Automobile Aerospace and Agricultural Implement Workers of 
America (UAW) 

David Michaels 

Research Professor and Interim Chair 

Department of Environmental and Occupational Health 

The George Washington University School of Public Health and Health 

Services 

Richard W. Parker 
Professor of Law 

University of Connecticut School of Law 

Beryl Radin 

Scholar in Residence 

School of Public Affairs 

American University 

Reece Rushing 

Director, Regulatory and Information Policy 
Center for American Progress 

J. Robert Shull 
Program Officer 
Public Welfare Foundation* 

Peter L. Strauss 
Betts Professor of Law 
Columbia Law School 

Wesley Warren 

Director of Programs 

Natural Resources Defense Council 


* We also benefited greatly from the contributions of John Arensmeyer of the 
Small Business Majority, Rena Steinzor of the University of Maryland School 
of Law; and Mike Wright of the United Steelworkers, who left the Steering 
Committee before the report was finalized. Ed Jayne joined the project in 
mid-2008. 
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TASKFORCE 

MEMBERSHIP 


Below are the members of the four task forces that helped develop background 
information for th e Advancing the Public Interest Through Regulatory Reform 
project. The task forces operated independently of the Steering Committee 
and have neither considered nor endorsed the specific recommendations 
presented in this report. As such, the listing of task force members here 
does not indicate any involvement in or an endorsement of the project 
recommendations. Affiliations are for identification purposes only. 

GOVERNMENT MANAGEMENT TASK FORCE 

Matthew Adler 
Leon Meltzer Professor of Law 
University of Pennsylvania Law 
School 

Lisa Bressman 

Professor of Law / Co-Director 
Regulatory Program 
Vanderbilt University Law School 

Steven Croley, Task Force Chair 
Professor of Law 

University of Michigan Law School 

Mariano-Florentino Cuellar Matthew Stephenson 

Professor of Law Assistant Professor of Law 

Stanford Law School Harvard Law School 

Jeffrey Lubbers 
Fellow in Law and Government 
American University Washington 
College of Law 


Frank O Donnell 
President 
Clean Air Watch 

Connor Raso 
Submissions Director 
Yale Journal on Regulation 
Yale University 

Jacqueline Simon 
Public Policy Director 
American Federation of Government 
Employees (AFGE) 
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REGULATORY TOOLS TASK FORCE 


E. Marla Fclcher 
Adjunct Lecturer 
Kennedy School 
Harvard University 

Rick Inclima 
Director of Safety 

Brotherhood of Maintenance of Way 
Employees Division 

Michael Lipsky 
Senior Program Director 
Demos, and 
Visiting Professor 
Public Policy Institute 
Georgetown University 

Shelley Metzenbaum 
McCormack Graduate School of 
Policy Studies 

University of Massachusetts - Boston 


SCIENTIFIC INTEGRITY 

Francesca Grifo, Task Force Chair 
Senior Scientist and Director of 
Scientific Integrity Program 
Union of Concerned Scientists 


Frank Mirer 

Professor 

EOH Program 

School of Health Sciences 

Hunter College 

Randy Rabinowitz 
Attorney 

Kathy Rest 

Executive Director 

Union of Concerned Scientists 

Ruth Ruttenberg, Task Force Chair 
Professor 

National Labor College 

Susan Wood 

Research Professor 

School of Public Health and Health 

Services 

George Washington University 


TASK FORCE 

David Michaels 

Research Professor and Interim Chair 

Department of Environmental and 

Occupational Health 

School of Public Health and Health 

Services 

George Washington University 
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TRANSPARENCY AND PUBLIC 
PARTICIPATION TASK FORCE 

Steven Balia James Conrad 

Associate Professor of Political Founder 

Science. Public Policy and Public Conrad Law & Policy Council 


Administration, and International 
Affairs 

George Washington University Elliot 
School of International Affairs 

Barbara Brandon 

Reference/Faculty Services Librarian 
University of Miami Law Library 

Ashley Brown 

Executive Director 

Harvard Electricity Policy Group 

John F. Kennedy School of 

Government 

Louis Clark 

President, Corporate Accountability 
Director 8c Development Director 
Government Accountability’ Project 

Thomas Cmar 
Attorney 

Litigation Division 

Natural Resources Defense Council 

Cary Coglianese, Task Force Chair 
Associate Dean for Academic Affairs 
and the Edward B. Shils Professor of 
Law and Professor of Political Science 
Director of the Penn Program on 
Regulation 

University of Pennsylvania 


E. Donald Elliott 
Partner 

Wilkie Farr 8c Gallagher LLP 

Fred Emery 
Founder 

The Regulator.- Group, Inc. 

William Funk 
Professor of Law 
Lewis 8c Dark Law School 

Mary Lyndon 
Professor of Law 

St. John's University School of Law 

Beth Noveck 

Professor of Law 

The New York Law School 

Stuart Shapiro 
Assistant Professor 
Edward J. Blou stein School of 
Planning and Public Policy 
Rutgers University 

Dan Turner 
Founder and President 
Tbmer Consulting Group, Inc. 
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The Rhetoric and Reality 
of Regulatory Reform 

Cary Coglianese 


Abstract 


In January 2007, President George W. Bush stirred up widespread controversy 
by issuing amendments to an executive order on regulatory review adopted ini- 
tially by President Clinton. The Bush amendments variously require agencies to 
issue written regulatory problem statements, assign gate-keeping responsibilities 
to Regulatory Policy Officers within each agency, and undertake analytic reviews 
before adopting certain kinds of guidance documents. Both legal scholars and pol- 
icy advocates clturge that the Bush amendments place significant new burdens on 
administrative agencies and will delay the issuance of important new regulatory- 
policies. This paper challenges the rhetorical claims of obstructionism that have 
emerged in response to the Bush amendments. It begins by comparing criticisms 
of the Bush amendments with criticisms of previous regulatory reforms, show ing 
that concerns about delay date all the way back to the creation of the Adminis- 
trative Procedure Act of 1946. Notwithstanding the perennial nature of charges 
of delay and obstruction, the I'.S. regulatory state has grow n dramatically in both 
size and impact over the last six decades. In addition, the extant social science 
literature has failed to find any systematic delays associated with the specific pro- 
cedure affected by the Bush amendments, namely regulatory review b\ the Office 
of Management and Budget. Overall, the burdens associated with regulatory re- 
forms appear to be far smaller, or more manageable, than critics usually suppose. 
This paper concludes with several explanations for persistent reality of regulatory 
growth in the face of the persistent rhetoric of obstruction. These alternative ac- 
counts not only help explain the rhetoric-reality divide over regulatory reform in 
general, but they also provide reason to expect the Bush amendments will have, at 
most, only a trivial impact on the overall regulatory process. 
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The Rhetoric and Reality of Regulatory Reform 
Cary Cogliauese 

Executive Order 13,422 leaves in place most of the existing review process 
established earlier under Presidents Reagan through Clinton." But it makes several 
controversial changes to Clinton's Executive Order, such as requiring that agencies specify 
in writing the regulatory problems they seek to solve, giving presidential appointees certain 
gatekeeping functions as regulatory policy officers, and imposing new review requirements 
on certain guidance documents. ' Although these amendments add to or modify only a very 
small amount of the text in the pre-existing Executive Order on regulatory review, the 
changes have provoked a firestorm. Critics charge that the new Order solidifies 
presidential control over rulemaking and will hamper agencies" ability to issue timely 
regulations in the service of social w elfare. 


f Edward B. Shils Professor of Law and Professor of Political Science. University of Pennsylvania Law 
School: Director. Penn Program on Regulation. The author is grateful for research support provided by 
Jocelyn D'Ambrosio and Tim Von Dulm and comments on an earlier draft from Matthew Adler. Jocelyn 
D'Ambrosio, Siuan Shapiro. Natalya Shnitser. and Christopher Yoo. A version of this paper is forthcoming 
in the YaU Journal on Regulation. 

1 E\cc. Order No. 13.422. 72 Fed. Reg. 2763 (Jan. IS. 2007) (hereinafter referred to in the text as 
“the Order" or * 3 4 jj.422”l. 

2 Exec. Order No. 12.291. 3 C.F.R, 127 (1982). 46 Fed. Reg. 13.193 (Feb. 17. 1981 1 ; Exec. Order 
No. 12.866. 3 C.F.R. 638 (1994). J8 Fed. Reg, 51.735 (Sept. 30. 1993). reprinted in 5 U.S.C 4 601 (2000). 

3 In addition to these changes. 13.422 also includes provisions about repotting cumulative regulatory 

benefits and costs as well as about the use of formal rulemaking procedures. 
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In this essay. I focus specifically on the concern that the Order will burden and delay 
the regulatory process I compare the criticisms of 13.422 with criticisms of past 
procedural changes to the regulatory process, and t juxtapose the perennial concern about 
administrative burdens and delay with the growth in federal regulation over the past half- 
century If procedural controls, such as those in 13,422. really do impose on regulatory 
agencies a "paralysis by analysis.*' then why is the federal government still producing so 
many high-impact regulations? This essay raises possible explanations for the disjunction 
between the rhetoric and reality* surrounding regulatory reform, including the possibility 
that the ultimate impact of the Bush amendments will be largely symbolic. 

I. Rhetoric Reacting to Executive Order 13,422 

For a short presidential decree on administrative rulemaking, Exeeuuve Order 13.422 
has received a remarkable degree of public attention, including a front-page story* in The 
New York Times,' a broadcast on MSNBC, ? and two congressional hearings 6 — not to 


4 Robert Pear. Bush Directive Increases Sway on Regulation. S. Y. TIMES. Jan. 30. 200?. at A! 
(reporting that "fejonsumer, labor, and environmental groups denounced the executive order'' and feared that 
it “'would hinder agencies' effort!, to protect the public’). 

5 Countdonv with Keith Olhennann . Executive Order 13.422 (MSNBC television broadcast Jan. 30. 
2007), awilablc at http:/'olbermannn3iion.com index php 2007 PI. 30. e\ecuuve_order 13.422 

and http. www youtube.coin'wateh7\=Sz6NEoKZRMY (conversation between host Keith Olbermann and 
guest John Dean highlighting potentially "outrageous** consequence, of 13.422. including its “hurdles” for 
new regulators acuons). 

6 There have been at least two congressional hearings so far. The House Science and Technology 

Committee's Subcommittee on Investigations and Oversight held hearings on February 13. 200 7 and April 
26. 2007. See Amending Executive Order J2.X66 Good Governance or Regulator)' Usurpation? Pans t and 
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mention the passage of a House appropriations bill blocking us implementation. In the 
course of the highly visible debate over 13.422. critics have advanced two rhetorical 
arguments. The first emphasizes the balance of power between Congress and the President, 
tapping into broader critiques of the Bush Administration's positions on executive 
authority in domestic and foreign affairs.*' The second, and the one on which 1 focus here, 
is a variation on what economist Albert Hirschman calls the '‘rhetoric of jeopardy."^ 

Executive Order 13.422, the argument goes, “deals a body blow to the ability of our 
agencies to do their jobs/* 10 Its requirement that agencies state the problem they seek to 
solve imposes “another hurdle for agencies to dear” before they can adopt good public 


If Hearing Before the Subcamm. on investigation and Oversight at the H Comm, on Science and 
Techttology, tUMh Corig. <2007 ). available at 

http:^dcmocrats.sciencc.housc.gov/publicationi/hearings_marfcups_details.aspx ?hfew*fD“ 1 269 and 

http: /dcmucrun.sclence.houxe.govJpuhtications/heartngsmarkups jlet ails. Qspx?Nc*'sID m I I'll, 

7 Financial Services and General Government Appropriation* Aci 2008. H.R. 2829. 1 lOih Cong, 
901 f2007). The Senate did not pass similar legislation. 

K See eg. Peter L. Strauss. Overseer nr “The Decider' "* The President in Administrative Lav i. 75 
Gfco. Wash. L. Rev. 6%. 732-38 (2007). 

9 Albert O Hirschman. The Rhetoric of Reaction Perversity, Fumm. Jeopvrdy 84 
(1991) Although Hirschman focuses most of his attention on the rhetoric of conservatives, he readily 
acknowledges that progressives make parallel rhetorical moves, id. at 149-54 (labeling the progressives' 
parallel to the jeopardy argument ihe “imminent danger thesis”). Conservatives* rhetoric of jeopardy 
emphasizes the dangers of action . while progressives’ parallel rbetorir of imminent danger focuses on the 
dangers of inaction Id. at 153 

10 Amending Executive Order 12.H66: Good Governance or Regulator v Usurpation?: Hearing 

Before the Subcomm. on Investigation and Oversight of the H Comm, on Science and Technology. 1 1 0th 
Cong. (2007) (Statement of David C. Vladeck. Associate Professor, Georgetown University l aw Center). 
available at 

Imp- 'democrats-scicncc .house gov , McdiaFile'C-ommdocs , hearings 2(X)7/ovcrsight l '13feb. vladcck restimonv 
.pdf 
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policies "protecting public health and safety 1 Its provisions on guidance documents give 
the Office of Management and Budget (OMB) the ability "to keep the agencies in an 
endless loop of analysis and [will] lead to endless regulatory delavs." i: The Order's 
relatively obscure, if somewhat puzzling, provision on formal rulemaking procedures 
causes at least one prominent administrative law scholai to wonder if its purpose is "(j]ust 
to help one's friends slow things down — throw a good dose of sand into the gears of 

rulemaking" 1 ' 

According to critics. 13.422 generates “gridlock’' 1 ' 1 or "a new bureaucratic 
bottleneck. " 1 ' It “codifies regulatory delay’ 1 ''— and hence "IcadfsJ to the further 


J 1 Pear, supra note 4. at A 19 (quoting Gary D. Bass. Executive Director of OMB Watch). 

12 OMB Watch, a Failure ru Govern; Bush's attack on the Regulatory Process 22 
(2001). available ut http;// www ombwatch.org. rcgs'PDFv F 3 ilurct 0 Govcm.pdf Even an otherwise 
supportive treatment of 13.422 expresses concern that the revised “process could slow or stop the issuance of 
some guidance that serves a useful social purpose." Amending Executive Older 12,866: Good Governance or 
Regulator} Usurpation? Pan II. Heating Before the Subcomnt. on Investigation and Oversight of the H. 
Comm, on Science and tacknalpgy; 110th Cong. 4 (2007) (statement of Robert W. Hahn. President. AEI- 
Brookings Joint Center for Regulatory Studies). available at 
hup:'/ck;mocrats.sciencehou>yC.gov/Media/File/Comm<kjc5. l hearing5'20t}' r 'oveisighi‘26aprihahn 
testimony.pdf. 

13 Amending Exerutwe Order 12.866 Good Governance or Regulatory Usurpation? Part II: 

Hcanng Before the Snbcomm. on Investigation and Oversight of the H. Comm, on Science and Technolog y. 
110th Cong. 12 (2007) (Statement of Peter L. Strauss. Professor. Columbia University School of Law) 
available & 

http : 1 'dcmocrats.science.house.gov 'Media. FI lo , Commdocs / hcarings-2007 /ov ersigh t/'26apT 'straussjesti mony. 

pdf. 


14 Union of Concerned Scientists. Presidential Mandate Centralizes Regulatory Power. Endangers 
Citizens, http: 'ww\v .uesusa orgscicntific integritv^nterference exccutrve-order.html (last visited Nov 18. 
2007). 

15 Public Citizen. Latest White House Power Grab Puts Public at Risk: Problems of the Jan. 2007 
Executive Order and Bulletin on Guidance (Jan. 2007). http- wvvw.ciuzen.org/documems new-co-and- 
guidancc-ov ervtew.pdf. 
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ossification of an already overburdened administrative process."' One member of 
Congress claims 13.422 provides “another avenue For special interests 10 slow down and 
prevent agencies from protecting the public" 1 * Still another declares that it “make[s] it 
harder for agencies to take virtually any aciion." |g A former OMB regulatory' policy 
administrator predicts that due to 13,422, along w ith recent OMB bulletins and standards, 
"fewer regulations can be issued 

11. Rhetoric and Reaction in Administrative Law 

The kinds of criticisms that have been leveled against 1 3.422 are hardly new Burdens 
and delays have figured prominently in the rhetoric against a variety of administrative law 
reforms. When President Reagan first established formal White House review of 


16 OMB Watch, Undermining Public Protections: Preliminary Analysis of the 
Amendments to Exncimvt Order 11866 on Regulatory Planning and Review 3 (2007). available at 
Imp: Www.ombwTiTch.org/rcgs/E011866 amendments analyss.pdf. 

17 Vladcck. supro note 10, at 19. 

18 Press Release. Subcomm on ln\cstigation and Oversight. H Comm on Science and Technology 

Miller Leads Subcommittee Hearing into ^"hitc House Exec. Order that Gives More Political Control Over 
Public Health. Safety Regulations (Feb 13. 2007). available ai 

http: <detnocratsjicience.house.gov press PRArticle.aspx? NewsID* 1 328 (quoting Hon. Brad Miller). 

19 153 Cong. Rec. E 1438 (June 28. 2007) (statement of Rep. Wax man). 

20 Amending Executive Order I2.S66: Goad Gowrnance or Regulatory Usurpation ? * Hearing 

Before the Subcomm. on Investigation and Owrsight of the H. Comm on Science and Technology. 1 10th 
Cong. 9 (2007) (Statement of Sally Katzcn. Adjunct Professor. University of Michigan Law School). 
available at 

hitp: detnocrats.sciencc.housc.gov Media File/Commdocslieannes 2007'ovcreight'13fcb katzcn testimony, 
pdf 
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rulemaking under Executive Order 12.291. 21 critics raised separation of powers 
questions" — but they also complained that OMB review would impede agencies' ability to 
make new regulations."’ A widely cited article published m the Harvard Law Review 
during the Reagan years declared that “OMB control imposes costly delays that arc paid 
for through the decreased health and safety of the American public." 24 Even after President 
Clinton changed the Reagan Order to reserve OMB review for a more limned set of 


2] Exec. Order No. 12.201. 3 C.F.R 127(19*2) 

22 See. e g., Morton Rosenberg. Beyond the Limit* of Executive Power Presidential Control of 
Agency Rulemaking Under Executive Order 12J9I. 80 Mich L Rev. 193 (1981 >. 

23 Felicity Barringer. If Rules Air Made To Be Broken. So An • Rulemaktrs, Wash. Pom. June 25. 
1981. at A2I (describing the Reagan Order as "requiring further delays and studies of all pending rules"): 
Philip Shabccoff. Reagan Order on Cast-Benefit Analysis Stirs Economic and Political Debate. \ V . TlMfcS. 
Nov. 7, |98|. at 28 (noting that the Reagan Administration had issued only about thirty new major 
regulations compared with “ 100 to 200 such major regulations" m prev ious years, and quoting observ ers w ho 
suggested that OMB review was "stemming regulation" and serving as a means to “obstruct regulations"). 
See also Christopher C DcMuth & Douglas H. Ginsburg. IVkite House Review of Agency Rulemaking. 99 
Harv L- Rev. 1075, 1087-88 (1986) ('[MJost criticism has focused on the delay thai OMB review 
entails *'): OMB Watch. OMB Control of Rulemailing: The End of Public Access 13 iAug. 1985) (on file 
w ith author) ("The required cost'bcnefu analyses imposef ] often heavy burdens on the regulatory agencies"). 
Even earlier efforts of presidential oversight were said to obstruct rulemaking See OMB W atch, supra ai 3 
(stating that Nixon's "[h light y controversial" review process stood “accused of delay mg the already lengthy 
environmental regulatory process”). 

24 Alan B Morrison, OMB Interference with Agency Rulemaking: The Wrong Ha) To Write a 
Regulation. 99 Harv L. Rev. 1059. 1064 (1986). Publishing in the same issue of the Harvard Lou Rexiew, 
Christopher DcMuth and Douglas Ginsburg lauded OMB review because it "encourages policy coordination, 
greater political accountability, and more balanced regulatory decisions." DcMuth & Ginsburg. supra note 
23. at 1081 DcMuth and Ginsburg both served as Administrators of the Office of Information and 
Regulatory Affairs within OMB DeMuth &. Ginsburg. supra at 1075. Their claims, and those of other 
supporters of OMB review, can and should be scrutinized along with ihc claims of critics- -especially since 
empirical studies generally “have failed to show that economic analysis and OMB review have significant 
effects on the cost-cffccmeness of government regulations " C*ry Cogltancsc. Empirical Analysis and 
Administratis* Law. 2002 U. III. L Rev. I 111. 1 123 (2002). See oho id at 1 123 nn.54-57 (citing studies of 
the impact of economic analysis on regulatory decisions). 
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significant rules and lo place time limns on the review process,*' scholars continue to 
claim that OMB review slows down the regulatory process, and even grinds it to a halt in 
certain instances. 2 * 

OMB review is not the only procedure to stand accused or obstruction. What critics 
say about OMB generally, and 13,422 specifically, mirrors the charges leveled against 
many other administrative procedures For example, environmental impact statements 
required by the National Environmental Policy Act purportedly postpone many federal 
actions. 2 The Freedom of Information Act allegedly imposes high costs on federal 
agencies ' 4 Critics of recent proposals for peer review and other checks on information 


25 The Reagan Executive Order required agencies to submit all rules to OMB for review. Exec. 

Order No. 12*291 . 3(cX3), 3(cX2XQ. 3(f)(2). In contrast, the Clinton Executive Order only requrred 
agencies to submit i ignificant rules to OMB. Exec Order No. 12.806 6(a)(3)(A). 6(«X3XBi. 0tf>XU. 

Furthermore, unlike the Reagan Order, the Clinton Order stated that when review ing proposed and final rules 
"OIRA shall . . notify the agenev in writing of the results of its review . within 90 calendar days.” Exec. 
Order No. 12.360 $ 6(bX2).3 C F.R. 638. 642(1993). reprinted in 5 U.S.C. 5 601. 

26 See. e.g, Richard B. Stewart. Administrative Law in the Twenty-First Century. 78 N.Y.L. L. Rtv. 
437. 447 (2003) (“OMB regulatory analysis and other forms of regulatory impact review have also 
contributed to paralysis by analysis.* Agencies increasingly turn to less formal, less accountable, and more 
opaque methods of making regulatory policy.**). It has even been said that “OMB's review of agency 
rulemaking has proved far mere intrusive during ihe 1080s aed early 1090s than either judicial nr 
congressional review.** Thomas O. McOarity. Some Thoughts on "Dcojiifsing" the Rulemaking Procan, 4 1 
DuiifcU. 1385. 1420(1002). 

27 See. eg.. Sharon Buccmo. SEP A Under Assault: Congressional and Administratis? Proposals 
Would Weaken Environmental Review and Public Participation. 12 VY.L. EN'VTL. LJ. 50. 52 (2003) 
(“Some critics blame the NEPA process for delay and inefficiency.”), Bradley C Karkkainen, Toward a 
Smarter SEP 4 Monitoring and Managing Government 's Environmental Performance . 102 COLUM. L. RlIV. 
003. 906-7 1 2002) (NEPA “demands the impossible" and “places extreme demand* on agency resources**); 
James T B Tripp & Nathan G. Aliev. Streamlining SEPA s Environmental Review Process: Suggtvdons for 
Agency Reform. 12 N Y.U. Ekvtl LJ 74. 75 (2003) (**[C|ommematfirs and the agencies bound by 
[NEPA’s] requirements have often dccned the Act as a time* and resource*consumrng annoyance.**) 

28 Sec. e.g. Antonin Sea I la. The Freedom of Information Act Has Ko Clothes. Revii lation. 
Mar. Apr. 1981 at 15. 16 (FOIA requests “have greatly burdened investigative agencies"). Scalta'* argument 
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quality claim that they will unduly delay regulatory policy-making,’" It has become widely 
accepted th3t judicial review under the arbitrary and capricious standard has ■ burdened, 
dislocated, and ultimately paralyzed" certain agencies' rulemaking. 51 ' 

"Paralysis by analysis” has become a cliche in regulatory circles today. 51 This 
appealing rhyme, though, is itself far from new. dating at least to the first half of the 
twentieth century when it appeared in religious sermons and writing*. 1 " The underlying 


against FOIA, along with criticisms of delays caused by NEPA. suggest how arguments aboul the burden of 
administrative procedures can cut across ideological lines. 

29 See. e g.. Thomas O. McGanty. Our Science is Sound Science and Their Science Is Jimk Science: 
Science- Based Strategies far Avoiding Accountability and Responsibility for Risk- Producing Products and 
Activities. 52 K.\.N. L. Rev. 897. 935 (2001) (arguing that "the result [or the Information Quality Act] can 
uni) be added expense and delay in the decisionmaking process"): J.B. Ruh! & James Salzman. hi Defense of 
Regulatory Peer Review: 84 Wash U. L. Rr-v. 1 . 6 (2006) (quoting a critic of peer review who predicted that 
regulatory peer review will "introduce potentially massive costs and delay, thus injecting paralysis by 
analysis into the regulator)' process") 

30 Jem L Masha* & David Harts*. Inside the National Highway Traffic Safety Administration: 
Legal Determinant 0/ Bureaucratic Organization and Performance. 57 U, Cm. L. Rbv 443. 443 ( 1 990). See 
alsu Csss R. Sunsietn & Adrian Vermeule. interpretation and Institutions. 101 MICH. L. Rf\. 885. 932 
(2003) (“(Judicial] review has contributed to the ‘ossification' of noticr-and-oomrocnt rulemaking, which 
now takes years, in part as a result of the elTort to fend off judicial challenges, (n light or the risk of 
invalidation, many agencies have turned away from notice-and-comment rulemaking altogether ”). 

31 See. e.g.. Daniel A. Farber. Rethinking Regulaton Reform After American Trucking. 23 Pact L. 
Rev. 43. 51 (2002) (“Environmentalists respond that cost-bcnrtit analysis is a recipe for 'paralysis by 
analysis ***): Thomas O. McGanty. Thu A PA at Fifty: Die Expanded Debate over the Future of the 
Regulaton State. 63 V. Cm. L. Rtv 1463. 1523 (1996) (noting the “fear that many of the cognitive 
regulatory reform* . . will lead to paralysis by analysis"*): Chris Mooney. Paralyse by 4 no lysis. Wash. 
Monthly. May 2004. at 23. available at http:v www .washingtonmonthly conv reaturcs/2004/ 
0405.tnoone> .html. 

32 See. eg.. Eli Stanley Jones. The Christ of Ever) Road: a SnrDv in Plntecost 40 (1930). 
Although the phrase appears to ha\e been employed most commonly by Christian writer* and preacheis 
during the early pan of the twentieth century', it came into more general usage after Martin Luther King. Jr. 
made il pan of his call for racial justice, See .Mar TIN Luther King. Jr.. STRENGTH ra LOVE 17 (1963). Hie 
rhyme appeared within the pages of the Federal Register as early as in 1952. used b> a Republican appointee 
lo the Federal Communications Commission. See Dissenting Opinion of Comm'r Robert F. Jones. 17 Fed. 
Reg. 4093. 4094 ( 1952) (“The Commission has had the paralysis of analysis for l year, not consumed in 
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concern the rhyme conveys about administrative process also dates back io the early pan of 
the last century. In au article published in the Harwird Law Review in 1938. an 
administrative law scholar asked whether New Deal changes in rulemaking procedures 
would lead at least to **a partial paralysis ... by reason of excessive formality and 
litigation 

At the time of the New Deal, proposals for government-wide procedural reform 
triggered the "fear of unduly hampering” agencies ' 4 Of course, today the informal 
rulemaking provisions of the Administrative Procedure Act ( APA) of!946 are held up as a 
model of administrative simplicity and efficiency.’ 5 only to have been spoiled by 
developments in judicial and regulatory oversight in the last several decades/ 6 It is hole 
known that the APA was itself once viewed as a major source of ossification. Scholars in 
the 1940s feared that its uniform procedures would “severely cramp the style of 


drafting ihe general rules and standards [for television service), but consumed in a search for a city-to-city 
allocation plan which n can freeze on the country by rule-making proceedings ,*). 

33 Ralph F. Fuchs, Procedure in Adwimstralnv Rule-Making, 52 HAMV. L. Rev . 259. 280 1 1 938). 

34 Admhnstrailw Law Dcwloputeim 1940-45 . 44 Mini. L. R£\ 797, 803 ( 19*6) 

35 Kenneth Culp Davis, Administrative Law Treatise 283 (1970) describing informal 
rulemaking under the APA as being among ihe “greatest inventions of modem government'') This phrase of 
Davis’s continues to be quoted today. 

36 McGarity. supra note 2b. at 1385 ("Professor Kenneth Culp Davis captured the prevailing 
sentiment when he called informal rulemaking one of the greatest inventions of modem government. 
Twenty years later, the bloom is ofT the rose. [Thcl rulemaking process Has become increasingly rigid and 
burdensome [due to an] assortment of analytical requirements . and evolving judicial doctrines . 
(citation omitted) 
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government regulation.” 3 The right to file a rulemaking petition under $ 553(e) was of 
“doubtful value." especially since agencies could be "swamped by frivolous requests 
having delay as their sole objective." 36 It is hard to imagine now, but at the time of the 
APA's adoption some academic observers forecasted “disastrous” effects from the law, 
characterizing the Act as nothing short of a “sabotage of the administrative process. ” J '* 

111. The Reality of Regulatory Growth 

So we have heard complaints about procedural burdens many times before What, 
then, should we make of the rhetorical similarities between criticisms of 13.422 and of 
administrative procedures more generally? The perennial nature of the refrain about delay 
and obstruction might well make anyone suspicious that the criticisms of 13.422 are 
nothing more than the rhetorical ploy trotted out by the opponents of any reform But as 
Hirschman reminds us, the mere fact that a rhetorical argument is repeated or even 
overused does not necessarily make it wrong. 40 The impact of OMB review, with or 


37 Fritz Morsiei n Marx. Some Aspects of Legal Work w A dmmistraih'e Agencies. 96 L P\ L. Rev. 
354. 354 n.2 (1948). 

38 Foster H Sherwood. The Federal Administratis * Procedure Act. 41 Am. Pol- Set. Rr\ 271. 279 
(1947). 

39 Frederick F. Biachlv & Miriam E. Oatman, Sabotage of the Administrative Process. 6 PlJB. 
ADMIN. Rfv. 213. 213 (1946) 

40 HIRSCHMAN’. supra note 9. at 166 
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without 13.422, is ultimately an empirical question that requires looking at what agencies 
have actually done in terms of rulemaking. 31 

Yet here is where suspicions about the rhetoric of paralysis grow strongest, because 
the regulatory state has increased considerably in size and impact since the establishment 
of the APA and subsequent reforms, including OMB review. The sheer volume of rules, as 
measured by pages in the Code of Federal Regulations (CFR). has increased about five 
times since 1946 and has continued to grow since the advent of OMB review For the past 
couple of decades, the federal government has issued an av erage of about 4,000 new rules 
each year in the Federal Register. The 2006 CFR contains about 33% more pages than did 
the 1980 volume of the CFR. 1 ' 

Pages of rules are only one way to measure regulatory activity. When estimated 
monetarily, the impact of federal regulation has also increased. Not only do neu rules 
deliver substantial benefits to society, they also impose substantial costs. According to the 
estimates collected by OMB during its review process, government regulations issued 
since 1981 have imposed SI 27 billion m annual costs on the economy. 13 According to a 


41 Set generally Cog! ! an esc. supra note 24 

42 The values reported in this paragraph draw on data on file with the author that were collected by 
and obtained from the Office of the Federal Register. A recent study by Anne Joseph O'Connell similarly 
"calls into question much of the existing debate on regulatory •ossification'" and reports data on rjlemaktng 
frequency that "strongly suggest that the administrative state is not ossified." Anne Joseph O'Connell. 
Political Cycles of Rulemaking: An Empirical Portrait of the Modem Administrative State, 94 V \ L. Rev 
( forthcoming June 2008) 

43 Office of Momi . & Bi doe t . Drat? 2007 Reran r ro Comt-ress ok the Costs avo Bexcrms or 
Federal REGULATIONS 34 (2007). available at http: ' m-ww . whttehouse.gov omb inforea 20Q7_cty 
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retrospective study conducted by the National Highway Traffic Safety Administration, the 
annual costs attributable to mandatory federal auto safety standards have increased from 
S2S5 per car during the 1968-78 period to S760 per car m the 1991-2001 period, even 
controlling for inflation! 4 An independent study has reported that the annual costs 
associated with environmental regulations more than quadrupled between 1972 and 1992. 
roughly a decade before and a decade after the establishment of OMB review 45 

Given the overall increase in pages of regulation and their costs, government 
regulators have clearly not been paralyzed. Have they nevertheless been hobbled? Is it 
possible that regulatory growth would have been greater still in the absence of OMB 
review? Several empirical studies have tried to determine whether OMB review slows 
down the rulemaking process, thus making it harder for agencies to issue as mans rules as 
they otherwise would Although it might seem intuitive that OMB review would increase 
the time and expense of issuing new rules, researchers have not found systematic evidence 
that OMB review imposes any significant delay on the regulatory process, notwithstanding 
carefid analysis of both large-sample datasets and matched case studies For example. 

2(X)7 draft cb_rcport.pdf. The same report indicates that annual average regulatory costs have leaded to be 
lower during the second Bush Administration than during previous administrations, although of course these 
data precede die issuance of Executive Order 13.422. Id. 

44 

Marcia J. Tarbcr. Cos: and Weight Added b) ihe Federal Motor Vehicle Safety Standards for 
Model Years 1968-2001 in Passenger Cars and Light Trucks. NHTSA Report No. DOT HS 809 834 at 145. 
Table 5A. available at http:/^'w».nh:sa.doi.gov/cars / rulesfregte\ Evaluatc809834.htm) (reporting all data 
on uni: costs in 2002 dollars). 

45 Adam B. JafYe et aL Emimnnigntal Regulation and the CompetltiwneSi of L .S. Manufacturing. 
What Does the Evidence Tell Us?. 33 J. EfON. LIT. 132. 140 (1995). 
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political scientists Cornelius Kerwrn and Scott Furlong published a regression analysis of 
the determinants of BP A rulemaking duration in which they found little by way of any 
statistically significant effect from OMB review. 4 * Stuart Shapiro, another social scientist, 
analyzed a scries of matched state agencies and found that even seemingly cumbersome 
rulemaking procedures, like economic analysis review , did noi affect the rate of regulatory' 
change, although the partisan control of the political branches did. 4 More recently, 
political scientist Steven Balia and his colleagues studied the determinants of the duration 
of OMB review and found that, contrary to claims that Bpcctal interests try to capture OMB 
review to delay rules, reviews were actually shorter w hen only narrow sets of businesses 


46 Cornelius M. Kcrwin & Scott R. furlong. Time and Rulemaking. An Empirical Test of Theory. 2 
i. Pun. ADMIN. RtS. & THEORY 113 |1992). The Kenvin ami Furlong study analyzed determinants of the 
duration of 150 non-routine L'.S, Environmental Protection Agency (EPA) rules issued during ihe period 
October 1. 1986 through September 30. 1989. drawing on data collected from the EPA's internal regulatory 
management sy stem Id. at 122. The authors reported results from three separate regression models In two of 
these models, the OMB review variable was not significant ai all. Id. at 130. In the model of duration 
between proposed and final rules. OMB rr\ tew was statistically significant, but only Had an effect thai for 
every day a rule was under OMB review, the duration of the process was lengthened by two days. Id. Even 
with this one apparent statistical relationship, the variable for OMB review could be serving as ai least a 
partial prosy for the overall complexity or political salience of rules Id. at 132. In other words, at least part 
of any statistically observed delay may stem from the fact that rules that go to OMB for review arc simply 
more complex and controversial to begin with than the ordinary rule 

47 Stuart Shapiro. Speed Bumps and Roadblocks Procedural Connvh and Regulator v Change. 1 2 J 
Pub. Res &. Theory 29 (2002). Shapiro studied day care regulation in eight slates, selecting states in pairs 
that otherwise were geographically and economically similar He chose to study day care regulation because 
il is a domain that has largely escaped federal preemption, thus helping to maximize the possibility of 
variation across states Contrary to pnor expectations. Shapiro found that regulators in states with 
purportedly cumbersome regulatory procedures were not deterred from issuing new regulations. Instead, he 
found that the key determinant of the levd of regulatory activity was the political environment within the 
states. WTien the political alignment in the legislature and executive branch favored regulatory change, 
change generally occurred, even in states with higher procedural hurdles. Id. 
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were in contact with OMB/ 15 To be sure, no broad-based empirical study can rule out that 
OMB review might hove the effect of slowing the issuance of an individual rule now and 
then. The existing work does fail, though, to find clear evidence of any general effects 
consistent with the general rhetorical claims made about OMB review J ‘ ; 

IV. Explaining the Rhetoric-Reality Divergence 

How, then, con the bold rhetoric about 13.422 and OMB review be reconciled w ith the 
stark reality of continued and substantial outflows of regulation from the federal 
government? Perhaps additional research is needed to uncover the real, but more subtle 
effects that procedures like these have on regulatory behavior Or perhaps OMB review 
truly has failed to delay rulemaking so far, but the implementation of 13,422 w ill take the 
administrative process past a tipping point to where rulemaking docs finally begin to slow 


48 Steven J. Balia cl al.. Outride Communication and OMB Renew of Agency Regulations, 
presented ai the 2006 annual Midwest Political Science Association meeting. Chicago. Illinois. The authors 
examined nearly 2.000 OMB reviews undertaken from 2002 through 2004 to determine whether contacts 
between OMB and outside parties over specific rules tended to correspond with the duration of OMB renew 
of those rules Id. at 6. Based on OMB logs of staff contact with outside parties, the authors reported that 
contacts took place in only about 7% of the rules. Id Although renews w here contacts occurred did take 
longer on average than review’s w ithout any contacts, once other variables were controlled for. contacts with 
business groups were not associated with a lengthening of the OMB review process As Balia et al state, 
•contrary to widely held expectations. . outside communications do not operate in a way that particularly 
advantages business firms and trade associations seeking to derail prospective agency regulations.” Id. at 15 

49 See MaTTIIE W D. ADLER & ERIC A. POSNER. NEW Foi \D4TlO*S OF COST -BENEFIT ANALYSIS 87 
(2006) tooling that "existing evidence and the political economy of rulemaking call into question Ihe claim 
that [com- benefit analysis] produces substantial incremental delay"). In one rcccni paper, two political 
scientists report results suggesting that OMB review can "actually speed up agency rulemaking a finding 
directly contrary to what ossification theory predicts." Jason Webb Yackcc & Susan Webb Yackcc. Is 
federal Agency Rulemaking "Ossified - "' The Effects of Procedural Constraints on Agency Policymaking, 
paper presented at the 2007 meeting of the Midwest Political Science Association, at 24 (on file with the 
author) 
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clown, if not grind to a standstill. Or perhaps ultimately the rhetoric surrounding 13.422 
and OMB review is just that, rhetoric.' 

These are all certainly possibilities. But I find more mteresung three other possible 
explanations that might offer theoretical insights about the relationship between 
administrative procedures and regulatory decision-making. The first possibility might be 
that administrative procedures like 13,422 are cpiphenomenal. or at least so highly 
malleable to make them merely symbolic. That is. rulemaking procedures may look like 
they impose burdens on agencies, but the real burdens depend entirely on whether or how 
they are implemented — not on the existence of procedure qua procedure. As a result, an 
administration that wants to regulate a lot will regulate a lot, and an administration that 
wants to slow down regulauon will slow down regulation — regardless of what procedures 
are on the books.' 1 

A second possible account is that the behavioral effect of a law or procedure is real, 
rather than illusory, but just simply trivial (at least for ccnain effects of interest). For 


50 See Curtis w. Copeland. Chances to the ovib Regulatory Review process bv 
EXECUTIVE Order 13.422. at 5 (Congressional Research Service No RL33X62. Feb. 5. 2007) (noting thai 
"concerns aboui the usurpation of congressional standards for rulemaking and unnecessary delay may be 
exaggerated") See also Stuart Shapiro. The Role of Procedural Controls in OSH 4 \ Ergonomics 
Rulemaking. 67 Pub. Admim Rrv. 688. 697 (2007) (describing the limited. even symbolic, role of various 
procedural sicp* in the development ofOSHA’s ergonomics rule in ihe 1990s) 

31 Stuan Shapiro has suggested as much, concluding that “the new regulatory procedures |pul in 
place during the Bush-11 administration) may either be irrelevant to regulatory outcomes or may be used by 
future pro-regulatory presidents to achieve their own regulatory goals" Stuart Shapiro. President* and 
Process, 4 Comparison of the Regulatory Process under the Clinton and Bush <4 it Administrations 22. 
(AEI-Brookings Joint Center for Regulatory Studio. Working Paper No 06-30). ovolloblt at httpV'aei- 
brookings org admm / authi>rpdfs.'rcdirect-*u»fely.php?ftiarne^ pdffilcs 'RP06-30_toposi.pdf 
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example, even if state laws requiring consumers to pay a five-cenl deposit for soda bottles 
and cans reduce roadside liner and increase recycling, it is hard to see that these so-called 
bottle bills place any meaningful barrier in the way of the purchase of soda, and hence it 
seems unlikely they would lead to any discernible decline in soda sales in states after these 
laws are adopted. 52 In a similar vein, some administrative procedures probably have only 
trivial effects on rulemaking because agencies can satisfy them by publishing boilerplate 
language in their Federal Register notices. If agencies come to satisfy 1 3,422 ‘s new 
written problem staiement requirement using boilerplate language or by creating check- 
boxes on a form, the requirement's impact will surely be inconsequential in terms of the 
pace and cost of rulemaking. 

A third possibility is that procedures do have both real and consequential effects, but 
these effects are drowned out by other behavioral factors moving in the same direction. For 
instance, on the assumption that Reagan's regulatory review order was truly more 
burdensome than Clinton’s Order. 5 the additional burden may not have had much of an 
effect on agency behavior in an administration w'here appointees were already less inclined 
to regulate If it turned out that agencies issued few er or less cosily rules during the Reagan 
Administration than the Clinton Administration, these results may well have stemmed not 

52 In oihcr words, while a price increase can have real effects on purchasing behavior, ii would be 
hard io imagine the demand for soda is so highly elastic that a five-cent deposit has anything but the most 
trivial effect on overall sales. 
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so much from procedure than from the ideology of the political appointees heading the 
agencies. 

For much the same reason, if other legal rules, professional norms, or political 
exigencies already are pushing agencies to take benefit-cosi analysis seriously- -something 
Cass Sunsiein has suggested' 4 — then any additional incremental stringency of a regulatory 
review order may yield at best only a small and diminishing behavioral return. In other 
words, if agencies are already . for other reasons, engaging in exactly the kind of analysis 
called for by the new Executiv e Order, the Order w ill impose no (or negligible) additional 
costs and delays. To predict the extent of any delay from 13.422’s provisions on guidance 
documents, for example, we need to know more about what analysis of these non-binding 
documents agencies conduct anyway. It would not be surprising to discover that many 
agencies already conduct analysis of their most significant guidance documents, precisely 
the ones covered by llie new Executive Order. If this is true, the additional time and effort 
needed to satisfy OMB review under 13,422 will most certainly turn out to be much 
smaller than has been widely imagined 5 ' 


53 Sftr supra note 25. For a further discussion of some of ihe difference*, between the Reagan and 
Clinion Orders, see Steven Crolcv. M hue House Review ofAgencv Rulemaking. An Empirical Investigation, 
70 1: CHI. L Rr\ &2t. 827-29. 849-50 (2003). 

54 C.VS5 R. SlJNSTEIN. THf COS! -BENEFIT STATE (2002). 

55 Moreover. OMB *3 review of significant guidance documents may turn out to be much more 
limited than critics apparently assume it will be. See OMB Regulatory Policy Chief Anticipates New Draft of 
Risk Assessment Guidance. BN A Daily Report for Executives. May 10. 2007. at A-24 (quoting OMB 
regulatory director. Susan Dudley, as anticipating review of guidance documents will be "a quick turnaround 
thing . not the same as [reviewing] a regulation.**). If so. it seems still more conceivable that agencies* pre- 
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Conclusion 

For these reasons, scholars and policy decision makers should exercise caution before 
concluding that Executive Order 13,422 will have anything more than the most minor 
effects on actual agency operations. The Order's requirement for a written problem 
statement and its provisions calling for OMB review of guidance documents, for example, 
may well be easily met or add only superfluously to what agencies already do. Such an 
outcome would be consistent with the longstanding disjunction between the rhetoric and 
reality of regulatory reform. Alarms of delay and paralysis have sounded m response to 
nearly every major regulator) reform since the establishment of the Administrative 
Procedure Act of 1946— and yet the regulator) slate has nevertheless marched rather 
dramatically onward over the last six decades. 

As it applies to the operation of government bureaucracies, administrative law is 
embedded w ithin a complex web of politics, institutions, and organizational behavior. 
Within this web. law is but one factor influencing behavior in government agencies among 
a variety of institutional, professional, social, financial, and political factors that interact 
with each other, and even adapt and change over time. Social scientists who have devoted 
their careers to the empirical study of bureaucracy have yet to create a parsimonious theory 


existing level of analysis behind guidance documents will often «tisf> OMB. thus rendering 13.422's new 
requirement largely superfluous. 
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of bureaucratic behavior. 51 ' Their failure to do so, combined with the obvious expansion of 
regulation in the face of repeated warnings to the contrary, should make both institutional 
designers and their critics more circumspect about their predictions — and their rhetoric — 
concerning the impact of regulatory reform. 


56 J \mi s Q. Wilson. Bureaucracy: What Government Agencies Do and Why They Do It xi 
(19X9) (“After all these decades of wrestling wub the subject I have coroe to have grave doubts that anything 
worth calling 'organization theory' will ever exist"). 
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Introduction 

Administrative law aspires to bring reason to agency policymak- 
ing. 1 * * * 5 The Administrative Procedure Act* requires agencies to specify 
the basis for the rules they promulgate. 1 and in exercising their review 


1 See, e. s „ Cass R. suNsretN. One case at a Time: Judicial Minimalism on the 

SUPREME Court 31 (1999) (“Much of administrative law consists of an effort to ensure 
reason-giving by regulatory agencies . . . . The agency . . must generate a convincing 
explanation,...”); Lisa Schulte Bressman, Disciplining Delegation After Whitman v. 
American Trucking Ass'ns, 87 CORNELL L. Rev. 452. 485 (2002) (“[ Administrative law 
principles] require agencies in general to articulate a basis for their policy determina- 
tions and, in particular, to articulate the standards for those determinations.”) ; Jerry L. 

Mash aw, Small Things Like Reasons Are Put in a Jar ; Reason and Legitimacy w the Adminis 
trative State, 70 FoRDHAM L. REV. 17, 20 (2001 ) (arguing dial the demand for reason is 
stronger in administrative law than even injudicial decision making). 

1 5 U.S.C. §§ 551-559, 701-706 (2000). 

5 Id. § 553(c) . 
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of agency action under the arbitrary and capricious standard, 4 courts 
have repeatedly demanded that agencies justify' their decisions with 
careful reasoning. In striving to meet administrative law’s demands 
and aspirations, agencies have applied their expertise to gather facts 
and to invest in sustained scientific research. For regulatory decision 
makers, science provides a systematic basis for understanding policy 
problems and the potential consequences of different policy options, 
and therefore, scientific evidence must play a key role in agency deci- 
sion making.' 1 But even though science is valuable for what it can tell 
administrators about policy problems and their possible solutions, sci- 
ence alone cannot provide a complete rationale for a policy decision 


4 Id. § 706(2) (a). 

Sec, eg., Motor Vehicle Mfrs. Ass'n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 
48 (1983) (referring to the '‘strict and demanding" requirement that “an agency must 
cogently explain why it has exercised its discretion in a given manner"); see aha AT&T 
Corp. v. FCC, 236 F.3d 729, 736 (D.C. Cir. 2001) (invalidating an FCCrule because the 
agency “ha[d] considered this question on several occasions, each time applying a test 
different from that applied here”): Pearson v. Shalala. 164 F.3d 650, 660-61 (D.C. Cir. 
1999) (holding that an agency cannot “refuse to define the criteria it is applying," and 
that “it must be possible for the regulated class to perceive the principles which are 
guiding agency action”); Am. Lung Ass’n v. EPA, 134 F.3d 388, 392-93 (D.C. Cir. 1998) 
(“[UJnless [the Administrator] describes the standard under which she has arrived at 
this conclusion, . . . we have no basis for exercising our responsibility to determine 
whether her decision is ’arbitrary [or] capricious....’" (citation omitted)): Hall v. 
McLaughlin, 864 F.2d 868, 872 (D.C. Cir. 1989) (“Reasoned decisionmaking requires 
treating like cases alike; an agency may not casually ignore its own past decisions. Di- 
vergence from agency precedent demands an explanation." (footnote omitted) ); Small 
Refiner Lead Phase-Down Task Force v. EPA, 705 F^d 506, 525 (D.C Cir. 1983) ("By 
EPA's logic, adverse health effects would permit it to justify any lead standard at all, 
without explaining why it chose the level it did. We cannot accept such incomplete 
reasoning."); Greater Boston Television Corp. v. FCC, 444 F.2d 841, 852 (D.C. Cir, 
1970) (“[A]n agency changing its course must supply a reasoned analysis indicating 
that prior policies and standards are being deliberately changed, not casually ignored, 
and if an agency glosses over or swerves from prior precedents without discussion it 
may cross the line from the tolerably terse to the intolerably mute." (footnotes omit- 
ted)). 

° So' e.g., COMM. ON RESEARCH AND PEER REMEW IN EPA, NAT’L RESEARCH COUN- 
CIL, Strengthening Science at the U.S. Environmental Protection Agency: 
Research-Management and Peer-Review Practices 24 (2000) (“in the absence of 
sound scientific information, high-risk problems might not be adequately addressed, 
while high-profile but lower-risk problems might be targeted wastefrilly."), available at 
http://www.nap.edu/openbook/Q309071 275 /htrnl/24.html; CHRISTOPHER F. Ed LEY, 
Jr,, Administrative Law: Rethinking Judicial Control of Bureaucracy 13-14 
(1990) (highlighting science as one of the three central aspects of administrative deci- 
sion making); Alan Rosenthal et al„ Legislating Acceptable Cancer Risk from Exposure to 
Toxic Chemicals , 19 ECOLOGY L.Q. 269, 270 (1992) (“Scientific information about die 
human health risks of exposure to toxic chemicals is critical to making sound regula- 
tory decisions."). 
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because it does not address the normative aspects of administrative 
policymaking . 7 To fulfill administrative law’s aspiration of reason, 
agencies need to explain their decisions by reference not only to sci- 
entific evidence but also to policy principles that speak to the value 
choices inherent in their decision making. 

In this Article, we examine the role and limitations of science in 
the important policy domain of environmental risk management. In 
particular, we offer a detailed account of the use — and misuse — of sci- 
ence by the Environmental Protection Agency (EPA) in its efforts to 
justify recent changes to its national ambient air quality standards 
(NAAQS) for ozone 15 and particulate matter (PM ). 8 Environmental 
risk management is an area of public policy where science plays a vital 
role in revealing the health effects associated with human exposure to 
different substances." It is also an area, however, where agencies have 
often exaggerated the role of science and thus have escaped their re- 
sponsibility to give careful reasons for the value judgments implicit in 
their decision making .' 1 

EPA’s recent revisions to its air quality standards hold profound 
implications for both public health and the economy . 15 Not surpris- 
ingly, these revisions generated substantial political controversy 1 " 
and led to several rounds of litigation . 14 In the first case to come be- 
fore the D.C. Circuit, the majority rejected EPA’s revised standards. 


See infra notes 34-36 and accompanying text (shoving how EPA’s exclusive reli- 
ance on science in its ozone and particulate matter rulemakings was fundamentally 
mistaken). 

Y National Ambient Air Quality Standards for Ozone, 62 Fed, Reg. 38.856 (July 18. 
1997) (codified as amended at 40 C.F.R. §§ 50.9-.10) (hereinafter EPA, Ozone Final 
Rule]. 

National Ambient Air Quality Standards for Particulate Matter, 62 Fed. Reg. 
38.652 (July 18. 1997) (codified as amended at 40 C.F.R. §§ 50.6-.7) (hereinafter EPA. 
PM Final Rule]. 

See infra notes 34, 41 3 and accompanying text (noting the role of scientific 
analysis in EPA decision making ) . 

See Wendy E. Wagner, The Science Charade in Toxic Risk Regulation, 95 COLUM. L. 
REV. 1613. 1617 (.1995) (“(A]gencies exaggerate the contributions made by science in 
setting toxic standards in order to avoid accountability for the underlying policy deci- 
sions.”). 

See infra notes 369-70 and accompanying text (detailing estimated costs of the 
revisions). 

See , e.g,. infra note 70 and accompanying text (describing the congressional hear- 
ings on the standards). 

The standards were the subject of multiple decisions in die D.C. Circuit in addi- 
tion to a major decision in the U.S, Supreme Court For a discussion of die litigation, 
see infra notes 15-20, 408-12 and accompanying text. 
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holding that the Agency’s application of the Clean Air Act violated the 
constitutional tiondelcgation doctrine/ Congress delegated authority 
to EPA to set air quality standards that “'protect the public health’ 
with an "adequate margin of safety,’” 1 ’ language that the majority held 
could pass constitutional muster only if EPA applied an “intelligible 
principle” to cabin its discretion in setting air quality standards. 1 The 
D.C. Circuit’s novel constitutional ruling generated considerable at- 
tention and seemed potentially to cast other regulatory statutes into 
some doubt. 10 On appeal, in the much-heralded case of Whitman v. 
American Trucking Ass'nsP the Supreme Court rejected the D.C. Cir- 
cuit’s constitutional analysis, holding that the Clean .Air Act did not 
violate the nondelegation doctrine.’" 


Am. Trucking Ass’ns v. EPA, 175 F.Sd 1027, 103840 (D.C. Or. 1999), off A in 
part and rat'd in part sub nom . Whitman v. Am. Trucking Ass ’ns, 531 U.S. 457 (2001 ), 

16 Id. at 1034 (quoting 42 U.S.C.§ 7409(b)(1) (2000)). 

17 hi. at 1 038-10. 

The constitutional issues presented in American Trucking received extensive aca- 
demic and legal analysis. For examples of such analysis, see Cary Coglianese, The Con- 
stitution and the Costs of Clean Air, 42 ENV’T 32 (2000) ; Ernest Gdlhom, The Proper Role of 
the Nondelegation Doctrine \ 31 Envtl. L. Rep. (Envtl. L. Inst.) 10,232 (Feb. 2001); C. Boy- 
den Gray, The Scotch for an Intelligible Principle: Cost-Benefit Analysis arid the Nondelegation 
Doctrine, 5 TEX. REV. L. 8 c POL. 1 (2000); Lisa Heinzerling, The dean Air Act and the 
Constitution, 20 ST. LOUIS LT. PUB. L. REV. 121 (2001); Thomas O. McGarity, The Clean 
Air Act at a Crossroads: Statutory Interpretation and Longstanding Administrative Practice in 
the Shadow of the Delegation Doctrine. 9 N.Y.U. ENVTL. L.J. 1 (2000); Craig N. Oren. Run 
Over by American Trucking Part I: Can EPA Revive Its Air Quality Standards ?, 29 Envd. L. 
Rep. (Envtl. L. Inst.) 10,653 (Nov. 1999); Richard J. Pierce, Jr., The Inherent Limits on 
Judicial Control of Agency Discretion: The D.C. Circuit and the Nondelegation Doctrine, 52 
ADMIN. L. Rev. 63 (2000); Cass R. Sunstein, Is the Clean Air Act Unconstitutional ?, 98 
Mich. L. Rev. 303 (1999). 

10 531 U.S. 457 (2001). 

Id. 3t 475-76; see also Cass R. Sunstein, Regulating Risks After AT A, 2001 SUP. CT. 
REV. 1, 3 (”[ W'7u<m«n] reestablishes] long-settled law allowing Congress to delegate 
broad discretionary authority to regulatory agencies.”). But cf Bressman, supra note 1, 
at 469-70 (“I Whitman) deniejsj agencies die power to cure deficiencies in delegating 
statutes.*’). The Supreme Court also rejected industry’s statutory argument that EPA 
can consider costs in setting air qua lit)' standards, affirming a string of D.C. Circuit de- 
cisions holding likewise. Whitman, 531 U.S. at 464-71 (citing Am. Lung Ass n v. EPA, 
134 F.3d 388. 389 (D.C. Or. 1998); Natural Res. Def. Council v. Adm’r.. EPA. 902 F.2d 
962, 973 (D.C. Cir. 1990); Am. Petroleum Inst. v. Cosde, 665 F.2d 1 1 76. ] 185 (D.C. Cir. 
1981); Lead Indus, v. EPA, 647 F.2d 1 130, 1148 (D.C. Cir. 1980) L The Supreme Court 
did leave open the possibility for separate consideration of EPA’s decision under the 
arbitrary and capricious standard on remand to the D.C. Circuit. Id. at 476. Gwen the 
Supreme Court s affirmation of the adequacy of EPA’s decision making on constitu- 
tional grounds, it came as little surprise dial the D.C. Circuit subsequently (although 
not necessarily correctly) found EPA’s decision making to withstand the arbitrary and 
capricious test. Am. Trucking Ass’ns v. EPA. 283 F.3d 355, 358 (D.C. Cir. 2002). 
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The Supreme Court's decision to uphold the Act — and by impli- 
cation EPA's revised standards — against constitutional challenge re- 
solved what had become one of the most significant and controversial 
issues in environmental, health, and safety regulation to emerge in re- 
cent years. Nevertheless, although the constitutional issues raised by 
the case have been settled, the revised ozone and particulate stan- 
dards remain one of EPA’s most significant environmental policy de- 
cisions. Not only will the standards have important impacts on public 
health, but these two standards alone ate expected to impose more 
costs on the economy than all other air pollution regulations com- 
bined .' 1 The policy significance of these standards makes all the more 
salient another vital issue raised by this case, one that was not explic- 
itly addressed by the Supreme Court and that has also escaped much 
scrutiny in the academic commentary on the case .' 1 The unaddressed 
issue is the question of the appropriate role of science in setting risk 
standards. 

Agencies like EPA must rely on science to make well-informed and 
effective policy decisions, such as where air quality standards should 
be set, but they cannot rely on science exclusively to justify these deci- 
sions / 5 This Article explains how EPA's invocation of science in de- 
fense of its new air quality standards contributed to, or at least de- 
flected attention from, a remarkable series of inconsistencies in EPA’s 
positions. Given the way EPA and the courts have interpreted the 
Clean Air Act, the Agency has been able to, if not been forced to, 
cloak its policy judgments under the guise of scientific objectivity, with 
the consequence that the Agency has evaded accountability for a shift- 
ing set of policy positions having major implications for public health 
and the economy . 84 In short, EPA’s use of a science-based rhetoric 
enabled it to avoid responsibility for providing any clear, consistent 
reasons for its policy choices in setting air quality standards. 5 The 
Agency’s shifting and incoherent approach to its \AAQS decisions 


J See infra note 370 and accompanying text (detailing the amount of money spent 
on compliance with the Clean Air Act). 

The academic literature has focused predominantly on the constitutional issues 
raised in Whitman. See sources cited supra notes 18, 20. 

See infra Part I.B (defining the appropriate role of science in decision making 
while pointing out common uses of it) . 

See infra Part II (discussing EPA’s invocation of science instead of reliance on 
reasoned policy judgments). 

Infra Part II. 
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ultimately failed to live up to the aspiration For reasoned decision 
making that undergirds contemporary administrative law. 2 * 

In Part I of this Ardcle, we show how EPA invoked science to jus- 
tify its NAAQS revisions, and we explain why such an approach mis- 
conceived die role of science in regulatory decision making. Drawing 
on the conventional distinction between risk assessment and risk 
management, we show how EPA’s retreat behind the cloak of science 
mistook the normative nature of risk management decisions, such as 
those involved in setting air quality standards. We also show how pol- 
icy choices enter into standard setting even more starkly for non- 
threshold pollutants (such as ozone and paniculate matter), where it 
appears there is no level of exposure that is free from all health ef- 
fects. 

In Part II, we demonstrate that EPA’s positions on various aspects 
of its NAAQS decision making have shifted over time, even during the 
course of its most recent rulemakings on ozone and particulate mat- 
ter. When agencies like EPA rely on science as a justification for how 
they set risk standards, they neglect to offer a principled justification 
for their policy decisions. In fact, EPA has quite explicitly argued 
diat it should be able to approach each NA\QS rulemaking in an ad 
hoc manner." With such an ad hoc approach to risk management, 
inconsistencies are to be expected as an inevitable result, as we show 
in the incoherent positions EPA adopted in its recent revisions to its 
air quality standards. 

Finally, in Part III we review several alternative principles for justi- 
fying risk standards, showing what direction EPA and other regulatory 
agencies need to take in order to develop more principled approaches 
to risk management. We conclude that in order to bring greater clar- 
ity and coherence to air quality standard setting. Congress will need to 
step in and direct EPA to use clear policy principles in justifying its 
decisions. This will almost certainly require a repudiation of the fun- 
damental fiction, endorsed by both EPA and the Supreme Court in 
Whitman, that risk standards can be set without consideration for the 


2 ! On administrative law’s aspirations for reason, see supra notes 1 , 5 and infra 
notes 398-402. 

By “principled justification," we simply mean an explicit reason or explanation 
for why, given what is known about the world, a standard should be set at a particular 
level, such that in situations with similar conditions a similar result should follow. 

Set hi fra notes 188-89 and accompanying text (presenting the Agency's claim 
that it cannot be constrained by any "generalized paradigm"). 
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costs or feasibility of complying with them. ' By amending the under- 
lying statute, Congress can enable and encourage the Agency to live 
up to the aspirations for reason embedded within contemporary ad- 
ministrative law. 

I. Science and Setting Risk. Standards 

Throughout its recent ozone and particulate matter rulemakings, 
EPA attempted to justify its selection of its ait quality standards based 
on scientific evidence, namely evidence of the health effects of such 
pollution.’ In the early stages of the rulemaking, EPA’s emphasis 
on science was more restrained, and Agency documents sometimes 
noted obliquely that there was some room for policy inputs in risk 
management. 1 ’ As the Agency’s rulemaking proceedings progressed, 
however, and as the amount of controversy surrounding them in- 
creased, EPA’s reliance on science to justify and defend its standards 
became more pronounced. 

EPA initially emphasized its scientific evidence partly in response 
to a campaign by opponents who questioned the soundness of the sci- 
ence underlying EPA’s standards.’ 1 EPA understandably responded 
to these attacks by attempting to defend the validity of its scientific 
findings. Yet, in addition to defending the Agency’s scientific re- 
search on its own merits, EPA soon came to inflaLe the role of science, 


See supra Part III.B (arguing that the Agency did, in fact, take cost into consid- 
eration). 

Throughout this Article, we use the terms "science” or "scientific evidence” to 
refer to the natural sciences, though our discussion would in theory apply to positive 
social science as well. In addition, while we refer to the "EPA” repeatedly in this Article 
in its capacity as a legal entity, we recognize that government organizations are not 
unitary actors, but instead are comprised of many individuals with views that may or 
may not be in agreement with an agency’s official rulemaking documents and court 
briefs. 

1 See infra note 164 and accompanying text (citing the Agency's brief acknowl- 
edgment of a policy choice in its Federal Registernotice) . 

’ See, e.g., Air Quality Stemderrds: Science Driven Ozone, PM Proposals Will Be Finished 
by July 19, EPA Says, 27 Env't Rep. (BNA) 2068 (Feb. 14, 1997) (“Industry officials . . . 
continued to hammer EPA proposals as lacking a sound scientific basis ...."); Allan 
Freedman. Latest Fight on Clean Air Rules Centers on Scientific Data, CONG. Q., Mar. 1 . 
1997, at 530 (pointing out the tendency of opponents to say that the regulations were 
based on flimsy science) : Joby Warrick, Panel Seeks CeasoFire on Air Quality but Gets a 
War, Wash. POST, Feb. 6, 1997, at A21 (describing opponents of EPA air quality stan- 
dards carrying placards reading “EPA — Show me the science”) . 
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using science in an attempt to justify its standards in order to provide 
greater support For its position in the political arena and the courts.' 

In this Part, we show how EPA appealed to a science-based rheto- 
ric in its ozone and particulate matter rulemakings, and we explain 
why such an exclusive reliance on science is fundamentally mistaken. 
Science does properly play a vital role in environmental regulatory 
decisions, and regulatory agencies do need to develop credible and 
relevant scientific analysis of environmental risks.' 4 Yet regulatory 
agencies have too often invoked science in order to answer questions 
that science is not designed to answer.' By purporting to rely on sci- 
ence to justify normative policy decisions, agencies succumb to a cate- 
gory mistake, since science speaks to what is, rather than to w'hat 
should be.'’ Relying exclusively on science, as EPA has done in its 


A telling anecdote of this shift in EPA’s emphasis can be found in Professor 
Craig Oren’s contrasting of two statements by EPA Administrator Carol Browner. 
Oren, supra note 18, at 10,658. In November 1996, at the time the ozone and fine PM 
standards were first proposed, the EPA Administrator was quoted as stating that "[t]he 
question is not one of science, the real question is one of judgment-" Atr Pollution: 
Agency Announces Proposals to Tougheti Regulatiems jnr Ozone, Particulate Alatter , 27 Env’t 
Rep. (BNA) 1571 (Nov. 29, 1996). Four months later, at the height of heated public, 
congressional, and regulator)- debate on the standards. Administrator Browner made a 
180-degree reversal, stating that “1 think it is not a question of judgment, 1 think it is a 
question of science.” Air QtiaUty Standards: Science-Driven Oion*> PM Proposals Will Be 
Finished by July 19. EPA Says , supra note 32, at 2068. As we outline below in Part I A, 
EPA never emerged from its retreat behind die cloak of science and indeed only hid 
itself further behind its apparent shield, Of course, this is not die 6rst time that EPA 
has made an about-face on the role of science and policy in its decision making. See 
Sheila Jasanoff, The Problem of Rationality in American Health and Safety Regulation, in 
Expert Evidence: Interpreting Science in the Law 151, 168^69 (Roger Sniidi & 

Brian Wynne eds., 1989) (describing EPA *5 contradictory characterization of its cancer 
principles in die context of proceedings involving the pesticides heptachlor and 
chlordane in the 1970s). 

51 Set Expert Panel on the Role of Scl at EPA, EPA, Safeguarding the 
Futlire: Credible Science, Credible Decisions 2 (1992) (“Scientific knowledge has 
assumed 311 increasingly critical role as die environmental issues faced by die nation 
and the world grow in complexity and cut across all environmental media."); sec also id. 
at 15 ("Strong science provides the foundation for credible environmental decision- 
making.*); Mark R. Powell, Science at EPA: Information in the Regulatory- 
Process 8 (1999) (noting that science plays “an important part in environmental regu- 
lator)- decisionmaking”); Administrator Christine Todd Whitman, Remarks at the EPA 
Science Forum (May 1, 2002) (“Sound science Is the foundation of EPA’s work.”), 
available at http://yosemite.epa.gov/ administrator/ speeches.nsf. 

Wagner, supra note 1 1 , at 161 7 (arguing that agencies have often used science 
to “camouflagfej controversial pobey decisions"). 

This is not to say, of course, that normative judgments cannot affect the way that 
questions of scientific research are framed or how scientific research is interpreted. 
On the contrary, especially with policy-relevant research, the ways in which normative 
judgments enter into the research process can themselves be “disguised in the cloak of 
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ozone and particulate rulemakings, is as misguided as it would be to 
disregard relevant scientific information altogether. 5 

A. "Listen to the Science: * EPA 's Use of Science as a Policy Rationale 

Science has considerable rhetorical appeal when it comes to de- 
fending regulatory decisions, as it is often described and perceived as 
being “objective.” 5 Because of its perceived objectivity, as well as the 
extensive advancements in science and technology that have emerged 
over the past century, science is viewed by die public as highly credible 
if not even infallible.” Politicians and advocates regularly call for gov- 
ernment to use “sound science" in making regulatory decisions.*' For 


objectivity.” Peter Brown. Ethics and Policy Research. 2 POL’Y ANALYSIS 325. 340 (1076); 
see also infra notes 107-08 and accompanying text (discussing the difficulties in com- 
pletely separating science and policy when making decisions) . 

For an argument that agencies sometimes disregard scientific evidence, see 
James W. Conrad, Jr.. The Reverse Science Charade, 33 EnvtL L. Rep. (Envtl. L. Inst.) 
10,306 (Apr. 2003). 

Whether the “objectivity” of science even makes sense as a philosophical or so- 
ciological matter is certainly subject to debate. See SHEILA JA&ANOFF, SCIENCE AT TILE 
Bar: Law, Science, and Technology in America 207 (1995) (“There is no way for 
the law to access a domain of facts untouched by values or social interests ”); see also 
SCIENCE WARS (Andrew Ross cd., 1996) (collecting essays critical of die notion of a 
value-free science); AfTER THE SCIENCE WARS (Keith M. Ashman 8c Philip S. Baring er 
eds., 2001) (exploring the debate over the extent to which science is objective versus 
socially constructed). Regardless of where one stands on this issue, die fact that sci- 
ence is perceived by many people to be “objective" does lend persuasive strength to 
scientific claims when they are made in political and legal fora. See, eg., Am. Trucking 
Ass’ns v. EPA, 1 75 F.3d 1027, 1059 (D.C. Cir. 1999) (asserting that because members of 
EPA’s Clean Air Science Advisory Committee (CASAC) bring “scientific methods to 
their evaluation of the .Agency’s Criteria Document and Staff Paper, CASAC provides 
an objective justification for the pollution standards the Agency selects.") (Tatel. J., 
dissenting); James D. Wilson 8c J.W. Anderson, What the Science Says: Hou> We Use It and 
Abase It to Make Health and Environmental Policy, RESOURCES. Summer 1997. at 5, 6 (“To 
many laymen, certainty and precision is fsic] die essence of science: as they under- 
stand it, a scientific question can have only one right answer."). 

W See, e.g., NaT’L SCI. BO., NAT’L SCI. FOUND., SCIENCE AND ENGINEERING: 
INDICATORS 2000, at 8-1 , 8-13 (2001 ) (describing public trust in scientists and medical 
researchers ) , available at http://www.nsf.gov/sbe/srs/seind00/; Donald T. Hornstein, 
Reclaiming Environmental Law: A Normative Critique of Comparative Risk Analysis, 92 
COLUM. L. Rev. 562, 569-75 (1992) (discussing the "allure of science” in environ- 
mental decision making); Samuel J, McNaughton, What Is Good Science *, NAT. Re 
SOURCES & ENV’T, Spring 1999. at 513. 519 ("(S)cience in our society has come to have 
a quality of infallibility attached to it.”). 

See, e.g., The Regulatory Flexibility Act: Are Federal Agencies Using " Good Science’ in 
Their Rule Making ?; Joint Hearing Before the Subcomm. on Gov i FVograms and Oversight and 


the Subcomm. on Regulation Reform and Paperwork Reduction of the House Comm, on Small 
Bus., 105th Cong. 115 (1997) (prepared statement of Janies M. Harless. Techna Corp.) 
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regulators, invoking science to defend a regulatory decision can be an 
effective and expedient political strategy/ 1 Given the political appeal 
of science, regulatory decision makers have an incentive to exaggerate 
the determinacy of science in an effort to mask contested policy 
choices and escape scrutiny.’ 1 ' Professor Wendy Wagner has dubbed 
this practice the “science charade.” 15 


("A common refrain today among all stakeholders in die regulatory process is 'use 
good science.’”), available at 1997 WL 10569570. 

4i See Karen T. Litfin, Ozone Discourses: Science and Politics in Global 
Environmental Cooperation 4 (1994) (observing that science is a ‘"key source of 
legitimation”); POWELL, supra note 34, at 6 (remarking that science “is a favorite 
weapon in political battles over environmental policy”;; Elizabeth Fisher, Drvuming by 
Numbers: Standaid Setting in Risk Regulation and the Pursuit of Accountable Public Admini- 
stration, 20 Oxford J, Legal STUD. 109, 130 (2000) (noting die tendency for increased 
reliance on science in standard setting because of its perceived objectivity and legiti- 
macy). Not only can policymakers use science to defend decisions to issue new regula- 
tory standards, as EPA did in the case of its revised NAAQS, but they can also use sci- 
ence to defend decisions to defer issuing new standards. For an argument that science 
has been used as a political defense for regulatory inaction over food safety, see 
Marion Nestle. Safe Food: Bacteria, Biotechnology, and Bioterrorism 46 
(2003) (noting “the invocation of 'science' as an obstructive measure” thwarting die 
development of regulations on tile use of antibiotics in animal feed). 

“ Sa, eg., Richard N.L. Andrews, Managing the Environment, Managing 

OURSELVES: A HISTORY OF AMERICAN ENVIRONMENTAL POLICY 260 (1990) (asserting 
that EPA risk-based decisions u in effect used scientific language to mask fundamentally 
political decisions, and to allow policy to be controlled by an EPA subgovemment 
rather than by a broader political process”); JASANOFF, supra note 38. at 207 (noting 
“the law's desire to cloak morally difficult judgments with the ‘objective’ authority of 
experts and instruments”); LITFIN, supra note 41 , at 4 (“[T)he cultural role of science 
as a key source of legitimation means that political debates are framed in scientific 
terms; questions of value become reframed as questions of fact, with each confronta- 
tion leading to the search for further scientific justification”); NAT’L ENVTL POLICY 
Inst., Enhancing Science in the Regulatory Process 5 (1999) (observing that 
policymakers can blame science “instead of acknowledging social, political, or eco- 
nomic bases for policy decisions and taking responsibility for including those factors in 
their decisions"); David L. Bazelon, Risk and Responsibility, 205 SCIENCE 277, 278 (1979) 
(“[ SI dentists are tempted to disguise controversial value decisions in the cloak of sci- 
entific objectivity, obscuring those decisions from political accountability.”): Giando- 
menico Majone, Science and Trans-Science in Standard Setting, 9 SCI., TECH., & HlfM. 
VALUES, Winter 1984, at 15, 15 (“Traditionally, government regulators have sought le- 
gitimacy for their decisions by wrapping them in a cloak of scientific respectability.”); 
Mark E. Rushefsky, The Misuse of Science in Governmental Decisionmaking, 9 SCI., r rECH., He 
HUM. VALUES, Summer 1984, at 47, 47 (“Some policymakers have attempted also to 
legitimize decisions by clothing them with the respectable neutrality’ of science.”); 
Andrew D. Siegel, The Aftermath />/ Baltimore Gas & Electric Co. v. NRDC. A Broader- 
Notion of Judicial Deference to Agency Expertise , 1 1 HARV. ENVTL. L. Rev. 331, 377 (1987) 
("One possible result of the deference [to scientific findings] rule is that agencies will 
strain to characterize their policy decisions, especially if they are controversial, as rest- 
ing on technical or scientific judgments.”); Eugene B. Skolnikoff, The Role of Science in 
Policy. ENV'T.Jime 1999, at 1 7, 19 ( M [I]f the level of uncertainty is high enough, science 
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Perhaps no agency has so mistakenly and prominently advanced 
science as a justificaUon for its policy decisions as did EPA in defend- 
ing its recent revisions to air quality standards for ozone and particu- 
late matter. In its rulemaking documents, in die courts, in Congress, 
and before the general public, EPA invoked science as its exclusive 
justification for revising its air quality standards. 14 The EPA Adminis- 
trator repeatedly argued that she simply “listened to the science” in 
establishing new air quality stan dards. 4 The Agency generally avoided 
describing its decisions as policy judgments that required tire articula- 
tion of a principled explanation for why tire standards should be low- 
ered to the chosen level. Instead, EPA defended its decisions as de- 
termined exclusively by scientific evidence.* 4 

The Clean Air Act specifies the steps EPA must take in setting or 
revising its air quality standards.' 7 The Act provides, in section 108, 


may become the principal lever that all sides use to justify positions reached primarily 
on oilier grounds." ) . 

\V 3 gner, supra note 1 1, at 1617. 

EPA and other regulatory agencies have had a long history of invoking science 
as a policy rationale under both Democratic and Republican Administrations. See gen- 
erally Wagner , supra note 1 1 (discussing the exaggeration of science in agency decision 
making). For example, former Administrator William Reilly, working in the first Bush 
Administration, called generally for more "science-based regulation." arguing that 
"EPA must and will continue to rely on a rational, science-based process for determin- 
ing when to take risk management actions.” William Reilly, Taking Aim Toward 2000: 
Rrihtnkmg the Nation's Environmental Agenda, 21 ENVTL. L. 1359, 1364 (1991). Since 
EPA’s decisions to revise the ozone and particulate standards were some of the most 
cosdy and controversial risk management decisions in the Agency's liistory, the extent 
to which EPA used science as a shield was particularly problematic in this instance. 

See infra notes 71-87 and accompanying text (detailing Administrator Browner's 
statements that she based the new standards on science). 

The science-based rationale deployed by EPA was not merely an example of po- 
litical rhetoric, as serious legal scholars have also argued for a similar normative justifi- 
cation for environmental standard setting. For example, Dan Tarlock has suggested, 
with few qualifications, that "environmental law and management should derive their 
primary political power and legitimacy from science, not ethics.” A. Dan Tarlock, Envi 
ronmental. Law: Ethics or Science?, 7 DUKE ENVTL. L. Sc POL’Y F. 193, 194 (1996); see also 
Susan Buck, Science as a Substitute for Moral Principle, in THE MORAL AUSTERITY OF 
ENVIRONMENT.AL Decision Making 25, 27-30 (John Martin Gillroy Sc Joe Bowersox 
eds.. 2002) (arguing that, most decisions made by environmental regulators are prop 
erly based on "scientific and technical information" rather than on "moral principle'’). 
For additional examples, see infra notes 117-18 and accompanying text. 

42 U.S.C. §§ 7401-7601 (2000). The Act directs EPA to issue both primary and 
secondary standards. Id. § 7409(a). Primary standards aim at protecting human 
health, while secondary standards address nonhunian biological and physical effects. 
Id. § 7409(b). Although this Article focuses on EPA’s decisions to revise its primary' 
standards for ozone and particulate matter, our discussion of the limits of science also 
applies to secondary standards. 
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that the first step in promulgating a new or revised NAAQS is for the 
Agency to prepare a “criteria document” for the relevant pollutant. 41 ' 
The criteria document is required to report “the latest scientific 
knowledge” on “all identifiable effects on public health or welfare 
which may be expected from the presence of such pollutant in die 
ambient air.”' 14 Section 109 of the Act then directs the EPA Adminis- 
trator to use her “judgment” to select a primary NAAQS that is “requi- 
site to protect the public healdi” based on the criteria document and 
allowing for “an adequate margin of safety.”'" 

In July 1997, EPA promulgated revised primary NAAQS for ozone 
and particular matter. Tire Agency revised the previous one-hour, 
0.12 ppm, aveiage primary ozone standard to an eight-hour, 0.08 
ppm, average standard. 1 It also added two new fine particulate matter 
standards — a 15 pg/m' annual standard and a 65 pg/tn daily stan- 
dard for PM, — while retaining the existing PM 10 standard with only 
minor technical changes." In explaining its decision. EPA stressed 


Id. § 7408(a). 

Id. § /408(a)(2). The criteria documents for the most recent revisions of the 
ozone and particulate matter standards were voluminous, spanning over 1500 and 
2400 pages respectively. Although die stage of preparing diese criteria documents can 
be thought of as akin to the stage of risk assessment discussed below in Part I.B, it Is 
interesting to note that, on its face, the language of the dean Air Act seems to ac- 
knowledge diat certain policy considerations need to enter into the Administrators 
decision making, even in the process of listing criteria pollutants and developing the 
criteria documents. Section 7408(a) directs the Administrator (a) to add to the crite- 
ria list those air pollutants “which, in his judgment, cause or contribute to air pollution 
which may reasonably be anticipated to endanger public health or welfare;” (b) to en- 
sure that the criteria documents "reflect* the useful and current scientific knowledge 
(though arguably not necessarily be based solely on such knowledge); and (c) to in- 
clude in diese documents information about die impact of atmospheric patterns, in- 
teractions with other pollutants, and any possible impacts on welfare — but only “to die 
extent practicable.* Id. § 7408(a) (emphases added). 

Id. § 7409(b)(1). 

1 EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,857. Compliance with 
diis averaging standard is measured in several steps. First, die mean ozone concentra- 
tion over every period of eight consecutive hours Is continuously measured at a given 
site. Second, die fourth highest eight-hour average ozone concentration over the en- 
tire year is determined, finally, die three-year average of the annual fourdi-highest 
daily maximum eight-hour ozone concentrations is calculated. If the diree-year aver- 
age is at or below 0.08 ppm. the site is in attainment with the new ozone standard. If it 
is above 0.08 ppm., it is in nonattainment. 

PMp, or fine particulate matter, refers to particles that are equal to or smaller 
than 2.5 micrometers in diameter. The term “pg/m v means “micrograms per cubic 
meter.” 

EPA. PM final Rule, supra note 9, 62 Fed. Reg. at 38,652. PM IC , refers to parti- 
cles that are equal to or smaller dian 10 micrometers in diameter. 
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the sources of information on which it based its decision, principally 
the risk assessments conducted by the Agency’s staff and the advice 
given by the Agency’s Clean Air Science Advisory Committee (GA- 
SAC). a panel dedicated to providing EPA with scientific input on air 
pollution issues.' 4 Yet a statement of information sources is not a 
statement of principles, and nothing in any of these information 
sources explicated a policy justification for the revised standards.” 

After EPA promulgated its revised ozone and particulate matter 
standards, industry groups and three States filed petitions seeking ju- 
dicial review of the standards in the United States Court of Appeals 
for the District of Columbia Circuit. In the initial round of this litiga- 
tion, EPA argued that the Agency’s “scientific review” led it “to the in- 
escapable conclusion” that the existing NAAQS were not protecting 
die public health widi an adequate margin of safety.' After a panel of 
the Court of Appeals rejected EPA’s decisions on nondelegation 
grounds, finding that the Agency failed to articulate an intelligible 
principle to guide its NAAQS selection, EPA appealed to the United 
States Supreme Court. The Agency argued before the Supreme Court 
that its decision under the Clean Air Act did not offend the nondele- 
gation doctrine because the Agency had been constrained by three 
types of factors that together effectively constituted an “intelligible 
principle.”* The three factors were the Agency’s criteria documents 
reflecting “the latest scientific knowledge,” the advice from CASAC, 
and the rulemaking requirements of section SO 7(d) of the Clean Air 
Act.* 8 The first two factors — the criteria documents and CASAC ad- 
vice — emphasized scientific inputs exclusively. rJ Since the last of these 
factors was merely a procedural limitation, EPA in effect argued that 


' EPA. Ozone Final Rule, mpra note 8. 62 Fed. Reg. at 38,859; EPA. PM Final 
Rule, supra note 9, 62 Fed. Reg. at 38,655-56. 

For a further discussion of the Agency’s science-based argument in die rulemak- 
ing process, see infra Part 1 1. A. 

Brief for Respondent at 3-4, Am. Trucking Ass’ns v. EPA. 195 F.3d 4 (D.C. Cir. 
1999) (No. 97-1440) [hereinafter EPA. D.C. Cir. PM Brief). 

Brief for Petitioners at 22-24, Wliitman v. Am. Trucking Ass’ ns, 531 U.S. 457 
(2001) (No. 99-1257) [hereinafter EPA, Supreme Court Petitioners’ Brief ). 

” Id. at 23-24. 

Supra notes 49, 54 and accompanying text. Section 109(d) (2) (C) (iv) required 
CASAC to provide advice on other issues that go beyond scientific matters, but EPA 
took the position that “neither CASAC’s recommendations nor EPA’s decisions on 
NAAQS revisions may be influenced by § 109(d)(2)(C)(iv) factors.” Brief of Respon- 
dent; at 53, Am. Trucking Ass’ns v. EPA, 195 F.Sd 4 (D.C. Cir. 1999) (No. 97-J441) 
[hereinafter EPA, D.C. Cir. Ozone Brief]. Thus, under EPA’s interpretation of the 
statute. CASAC’s advice in NAAQS proceedings was limited to scientific matters. 
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science alone provided the Agency with its substantive principle for 
how it selected its NAAQS standards. 

EPA offered other statements in its briefs to the Supreme Court 
that claimed or suggested that its revised standards could be justified 
on the basis of science alone. For example, it argued that “Congress 
has unambiguously indicated its intent that NAAQS should be based 
on scientific evidence regarding the health and welfare effects of am- 
bient pollution."”" In addition, the Agency argued “that Congress 
made a policy choice to cabin EPA's discretion by requiring the 
Agency to set NAAQS on the basis of a specific body of information: 
the latest scientific knowledge on the public health and welfare effects 
caused by the presence of criteria pollutants in the ambient air.”' 1 In 
its opening brief to the Supreme Court, EPA repeatedly referred to 
scientific evidence as the basis for its NAAQS standards: 

• “EPA revised the PM standards based on new scientific studies 

that had emerged since EPA’s last PM review . . . 

• ‘To select the levels requisite to protect public health, with an 

adequate margin of safety, the Administrator relied chiefly on 
epidemiological studies that employed direct measures of fine 
particles , . . 

• ‘The scientific evidence convinced the Administrator that she 

should revise both the averaging time and the concentration 
level of the 1979 one-hour ozone standard.”" 1 ’ 

• “EPA must consider the factors that the [Clean Air] Act pre- 

scribes and provide a reasoned explanation, based on scien- 
tific evidence, for its decision.” 55 

EPA even suggested that the Supreme Court should be highly defer- 
ential to the Agency under the Court’s Baltimore Gas ” decision pre- 
cisely because the selection of NAAQS standards was, it argued, a “sci- 
entific determination.”' 


Brief for die Federal Respondents at 18. Whitman v. Am. Trucking Ass’ns, 531 
U.S. 457 (2001 ) (No. 99-1426) (hereinafter EPA. Supreme Court Respondents Brief]. 

Reply Brief for Petitioners at 9, Whitman v. Am. Trucking Ass’ns. 531 U.S. 457 
(2001 ) (No. 99-1257) [hereinafter EPA, Supreme Court Reply Brief]. 

EPA. Supreme Court Petitioners’ Brief, supra note 57, at 9. 

“ Id. at 10. 

61 Id. at 12. 

65 Id. at 30. 

Baltimore Gas & Elec. Co. v. Natural Res. Def. Council, 462 U.S. 87 (.1983) 

EPA, Supreme Court Petitioners’ Brief, supra note 57. at 27 (“‘When examining 
this kind of scientific determination, as opposed to simple findings of fact, a reviewing 
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After the Supreme Court upheld EPA’s decision on constitudonal 
and statutory grounds, the litigation returned to the D.C. Circuit 
Court of Appeals for consideration of challenges to the rule under the 
arbitrary and capricious standard. Again, EPA stressed the scientific 
basis for the standards. The Agency argued that it had “revised the 
PM standards based primarily on scientific studies that had emerged 
since the EPA’s last review, including an extensive body of epidemiol- 
ogical studies on exposure to PM pollution.”" Similarly, in defending 
its ozone decision, EPA repeatedly invoked scientific factors for its de- 
cision, emphasizing in particular that “[significant new clinical stud- 
ies provided ‘conclusive evidence’” in support of the Agency’s action." 9 


court must generally be at its most deferential.’" (quoting Baltimore Gas, 462 U.S. 3t 
103)). The type of “scientific determination” that the Supreme Court referred to in 
Baltimore Gas appeals to have been much closer to a science-based prediction than to a 
more obviously policy-based judgment such as selecting an air quality standard. In that 
case, the Nuclear Regulatory Commission estimated that the long-term environmental 
impact of nuclear waste disposal was zero, an action that the Supreme Court character- 
ized as “making predictions, within its area of special expertise, at the frontiers of sci- 
ence.” Baltimore Gas , 462 U.S. at 103. In its reply brief filed with the Supreme Court, 
EPA responded to various amici briefs, including one we wrote on behalf of twenty law 
professors and scientists that argued that EPA had mistakenly claimed that science, by 
itself, could justify its standard-setting decisions. Brief of Amici Curiae Gary E. Mar- 
chant et al.. Whitman v. Am. Trucking Ass’ns. 531 U.S. 457 (2001) (No. 90-1257). EPA 
asserted that "(tjhose amici simply ignore the rulemaking record,” but, tellingly, the 
government cited no policy justification for its decision in the Federal Register or else- 
where to support its assertion diat the Agency had indeed recognized a need to make a 
policy' rather than a scientific determination. EPA, Supreme Court Reply Brief, supra 
note 61 , at 6 n. 10. Instead, the Agency only cited two supporting EPA staff papers, nei- 
ther of which provided any policy justification for die Agency’s decisions. Id. at 6-7 
n.10 (“For example, EPA prepared a detailed Policy Assessment of Scientific and 
Technical Information’ in each rulemaking 'to evaluate the policy implications of the 
key studies and scientific information contained in [the Criteria Document].’” (cita- 
tion omitted) ). It speaks volumes that EPA cited only these supplementary documents, 
which simply identify a range of possible standards potentially consistent with the sci- 
entific evidence and statutory requirements, without identifying any factors or ration- 
ales that the Administrator would subsequently rely on to select a particular standard 
from within this range. Moreover, these documents are neither part of the Adminis- 
trator’s actual decision published in the Federal Register nor defended in the Agency’s 
extensive briefs filed with die D.C. Circuit and Supreme Court. 

Brief for Respondent at 4, Am. Trucking A&s’ns v. EPA, 283 F.3d 355 (D.C. Cir. 
2002) (No. 97-1440) [hereinafter EPA, 2001 D.C. Car. PM Brief]; see also id. at 2 (“In 
developing the PM 5 , standards, EPA rebed primarily on studies ....”); id. at 5 ('To 
select the levels requisite to protect public health, with an adequate margin of safety, 
die Administrator relied chiefly on epidemiological studies ...."). 

Brief for Respondent at 8. Am. Trucking Ass’ns. Inc. v. EPA. 283 F,3d 355 (D.C. 
Cir. 2002) (No. 97-1441) [hereinafter EPA, 2001 D.C. Car. Ozone Brief]; see also id. at 2 
(asserting that EPA relied on scientific criteria as die basis for its decision); id. at 6 
(characterizing the Administrator’s decision as “(biased on the extensive new sci- 
ence"). 
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EPAalso took its science-based rhetoric into the halls of Congress, 
where the Agency faced intense opposition to its proposed revisions to 
the ozone and pardculate matter standards. ° At a legislative hearing 
in February 1997. Administrator Browner testified that “[cjlearly, tire 
science calls for action.” 71 “In a most compelling way,” she continued, 
“the science leads us to tire new, stronger standards that EPA has pro- 
posed for smog and soot.” She argued that “(s]cience now tell [s] us 
that our air pollution standards are not adequate to protect the pub- 
lic’s health. Let us listen to science.” 5 

At another hearing held a few months later, following completion 
of the public comment period but before announcement of the final 
standards. Administrator Browner testified to Congress that, “[a]syou 
can see from the description of tire process I went through to choose 
proposed levels on ozone and particulate matter, the focus has been 
entirely on health, risk, exposure and damage to tire environment.” ‘ 
On questioning at the same hearing, the Administrator claimed that 
“[t]he proposal that we take comment on is based on 250 peer- 
reviewed, published scientific studies” and that “the best available cur- 
rent science . . . forms the proposal we have made to tire American 
people.” 7 '' When urged by one member of Congr ess to keep an open 
mind on the multiple alternatives that might meet tire statutory re- 
quirements, the Administrator replied succinctly: “We will go where 
the science takes us.” r 


’ Steven P. Croley, Public Interested Regulation, 28 FtA. ST. U. L. REV. 7. 63455 
(2000) (describing the intense congressional hearings as “no picnic, for Browner espe- 
cially”); Wilson .v Anderson, supranote 38, at 6 (“In congressional hearing after hear- 
ing, EPA’s Administrator, Carol Browner, defended her proposed standards as merely 
reflecting ‘the science. ’"). Again, this strategy may have also helped defend against 
critics who attacked the credibility of EPA's scientific analysis. See supra notes 38, 41 
and accompanying text (noting the reliance on science based on its supposed objectiv- 
ity)- ^ 

Clean Air Act: Ozone and Particulate Matter Standards: Hearing Before the Subcamm. 
on Clean Air, Wetlands, Private Property and Nuclear Safety of the Senate Comm, on Env ‘t and 
Pub. Works, 105th Cong. (1997) (testimony of Carol M. Browner, Administrator, EPA). 

" Id. 

” Id. 

74 r-TTn 

EPA s Particulate Matter and Ozone Rulemaking: Is EPA Above the Law?: Hearings 
Before the Subcomm. on Nat l Econ Growth, Nat. Fes., and Regulatory Affairs of the House 
Comm . on Gov t Reform and Oversight , 105th Cong. 360. 380 (1997) (statement of Carol 
M. Browner, Administrator, EPA) [hereinafter April 23, 1997 Hearing]. 

* Id. at 396-97. 

Id. at 409; see also Joint Hearing Before Subcomms. on Health & Env ’t and Oversight & 
Investigations of the House Commerce Comm . , 105th Cong. 265 (1997) (testimony of Carol 
A. Browner. Administrator, EPA) [hereinafter Browner. May 15, 1997 Hearing] (stat- 
ing that “we should go where the science takes us”). 
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Shortly after finalizing the ozone and PM standards, Administra- 
tor Browner appeared before Congress to explain her decision. But 
in that setting, she identified only scientific factors in her decision 
making: 

Clearly, the best available science shows that the previous standards 
were not adequately protecting Americans from the hazards of breathing 
polluted air. 


These updated standards arc based on more than 250 of the latest, 
best scientific studies on ozone and PM — all of them published, peer- 
reviewed, fully-debated and thoroughly analyzed by the independent sci- 
entific committee, CASAC. We're talking literally peer review of peer re- 
view of peer review. 

77 

It is good science. It is solid science. 

At other legislative hearings, Administrator Browner stated that the 
science “determined’' or “warranted” the new standards.™ 

EPA continued to invoke science in public speeches, media inter- 
views, and press releases. 9 For example, when EPA proposed tire re- 
vised ozone and PM standards, its press release claimed that Congress 
required the proposed standards to be “based solely upon the best 
current scientific opinion on public health effects"® and that accord- 
ingly the Agency “will use the very best science to do what is necessary 
to protect public health in common-sense, cost-effective ways.’”” The 


Clean Air Act Implementation: Joint Hearing Before Subcomms . on Health cs? Env'1 and 
Oversight & Investigations of the House Commerce Comm., 105th Cong. (1997) (testimony 
of Carol A. Browner. Administrator, EPA). 

E.g., Browner, May 15, 1997 Hearing, supra note 76, at 263 (arguing that EPA’s 
regulatory process is designed "to achieve the goals set forth in the Clean Air Act that 
every American breathe clean, healthy air as determined by the latest and best scien- 
tific information."); id. ( M [ljf llie science warrants a revision to the standards, the law 
sets forth a reasonable and rational procedure for implementation Heating Be- 

fore the Subcomm. on Energy & Envi of the House Comm, on Sci., 105th Gnng. (May 21, 
1997) (testimony of Carol A- Browner, Administrator, EPA) (repeating that the law 
prescribes the implementation process “if the science warrants a revision in the stan- 
dards** ) . 

The Administrator was not the only EPA official to invoke science as die 
Agency’s justification for its NAAQS revisions. In an interview, EPA’s General Counsel 
was likewise quoted as saying: “'Even without the consideration of cost, there are 
sound scientific reasons for setting the standards at a particular level. David Ruben- 
stein, Legions of Business Groups Take on the Clean Air Act, CORP. LEGAL TIMES. Oct. 2000, 
at 96 (quoting EPA General Counsel Gary S. Guzy). 

Press Release, EPA, EPA Proposes Air Standards for Particulate Matter Sc Ozone 
(Nov. 27, 1996), http://yoseniite.epa.gov, opa/admpress.nsf. 

Id. (quoting EPA Administrator Carol M. Browner). 
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Agency’s press release also quoted Administrator Browner as stating 
that “'EPA has based its proposal on a thorough review of the best 
available science.'” 8 ' 

In defending her selection of the proposed standards to the pub- 
lic, the Administrator told reporters at an Agency briefing that “I 
think it is not a question of judgment, I think it is a question of sci- 
ence.”” In Philadelphia, she told the local Chamber of Commerce 
that “[t]he Clean Air Act clearly requires levels of smog and soot to be 
based solely on health, risk, exposure and damage to the environ- 
ment, as determined by the best available science.”” The Administra- 
tor continued by stating that “ [t] he current best science must prevail 
in determining the level of protection the public will be guaranteed. 
Nothing else can take precedence.”” In a speech to tire American En- 
terprise Institute on lire proposed air quality standards. Administrator 
Browner stated that “[t]he science is clear and compelling. . . .We 
have to go where the best available science leads us.” 8 ' Claiming that 
science determined the adequacy of the Agency’s revised standards, 
Administrator Browner typically ended her speeches on the ozone 
and PM NAAQS with the admonition: “Let us listen to the science.” 5 ' 


Science- Oliver i Ozone, PM Proposals Will Be Finished b\ July 19, EPA Says, 27 Env’i 
Rep. (BNA) 2068 (Feb. 14, 1997) 

Administrator Carol M. Browner, Remarks Before the Greater Philadelphia 
Chamber of Gammerce (May 12, 1997), mailable at http://yosemite.epa.gciv/admin 
is tra tor /speeches nsf. 

Id. The Administrator repeated this statement in other speeches. For an ex- 
ample of such a speech, see Administrator Carol M. Browner, Remarks Before the So- 
ciety of Environmental Journalists (May 17, 1997), available at http://yosemite.epa. 
gcv/administrator/speeches.nsf. 

Administrator Carol M. Browner, Remarks at the American Enterprise Institute 
Conference: Clearing the Air: An Examination of EPA's Proposed Regulations for 
Particulate Matter and Ozone (Feb. 10, 1997), available at http://yosemite.epa.gov/ 
administrator /speechesnsf. In a speech to the City Club of Cleveland, the Administra- 
tor stated that EPA eras being “truthfid" to the American people by telling them that 
science dictated the new standards. Administrator Carol M. Browner, Remarks Before 
the City Club of Qeveland (Mar. 25, 1997), available at http://yosemite.epa.gov/ 
administrator /speeches.nsf (hereinafter Browner. Qeveland Speech] (claiming dial 
"(sjcience now tells us that our air pollution standards are not adequate to protect the 
public’s health" and arguing drat EPA needed to "tighten dtose standards in order to 
ensure that we are being truthful with the American people about the quality of die air 
they are breathing and what it is doing to them”) . 

Browner, Qeveland Speech, sttpra note 86; see also Browner, supra note 84; 
Browner, supra note 85;John H. Cushman, Jr., On Clean Air, Environmental Chief Fought 
Doggedly, and Won, N.Y. TIMES, July 5, 1997. at A8 (quoting Administrator Browner as 
stating dial “(wjhat we have done is follow the science”). 
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B. Standard Setting, Science, and the Management of Risk 

Although EPA invoked science as its core defense for its NAAQS 
revisions, doing so mistook the ability of science to serve as a principle 
for setting environmental policy standards. Science describes; it does 
not prescribe. Scientific claims are empirical rather than normative. 
Science seeks to supply verifiable descriptions of — and explanations 
and inferences about — what is, rather than imposingjudgraents about 
what should he!* While science provides valuable information needed 
for regulatory decisions, science cannot on its own dictate the appro- 
priate decision about where to set environmental standards/’' 


See, eg,, Lee Epstein Sc Gary King, The Rules of Inference , 69 U. CHI. L. REV. 1,19- 
20 (2002) (“[A] 11 empirical research seeks to accomplish one of three ends, or more 
typically some combination thereof: amassing data for use by the researcher or others; 
summarizing data so they are easier to comprehend; and making descriptive or causal infer- 
ences . . . .") ; Marcia R. Gelpe Sc A. Dan Tarlock, The Uses of Scientific Information in Envi- 
ronmental Decisionmaking, 48 S. OvL. L. Rev. 371, 385 (1974) (“Science is concerned 
with describing physical relationships and thus with drawing inferences from observed 
to unobserved behavior.*’); Lee Loevinger. The Distinctive Functions of Science and Law, 
24 INTERDI.SC. SC3. REV. 87, 87 (1999) ("The function of science is to enlar ge our 
knowledge and understanding of bodi the natural and cultural envir onments in which 
we live .... Thus, the role of science is to le3tn, to report, 3nd to teach — but only 
facts."); Peter H. Schuck, Mult i-Cahw ah s m Redox: Science ; Law, and Politics, 11 YALE L. 
A* POLYRev. 1 . 4 (1993) ("Science appeals to the capacity of technical rationality and 
specialized expertise to generate and test empirically falsifiable propositions."); see also 
Daubert v. MerTell Dow Pharms., Inc.. 509 U.S. 579, 590 (1993) (noting that science is 
"‘a process for proposing and refining theoretical explanations about the world’" (quot- 
ing Brief for the American Association for the Advancement of Science et al. as Amici 
Curiae at 7-8, Daubert (No. 92-102))). 

“ Set, c.g . John D. Graham etal., In Search of Safety: Chemicals and Cancer 

Risk 218 (1988) (observing that “science cannot answer the ultimate regulatory ques- 
tions”) ; Nat’l acad. of Pub. admin.. Setting Priorities, Getting Results: a New 
DIRECTION FOR EPA 61 (1995) ("Technical information can inform EPA’s decisions, 
but die decisions remain policy judgments with political and ethical components."); 
John S. Applegate, A Beginning and Not art End in Itself: The Role of Risk Assessment in En- 
vironmental Decision-Making, 63 U. ClN. L REV. 1643, 1645 (1995) (“Risk is appropri- 
ately the starting point of much standard setting and priority setting for healdi-based 
environmental regulation, bur other factors must have equal weight . . . . [l]t is the 
business of public policy, not of science, to decide how diese problems should be han- 
dled."); Paul Fischbeck et al.. The Challenge of Improving Regulation , tn IMPROVING 
Regulation: Cases in Environment, Health, and Safety l, 4 (Paul Fischbeck Sc R. 
Scott Farrow eds., 2001) (“Even in die best of worlds, good science is rarely sufficient 
for informed regulatory dedaonmalting."). To say that science alone is insufficient is 
not to say that science is not helpful, or even essential, for setting regulatory policy. 
Setting regulatory standards requires both ethical or policy analysis as well as scientific 
information. See ROBERT A. DAHL, DEMOCRACY AND ITS CRITICS 69 (1989) (acknowl- 
edging that, aldiough “both moral understanding and instrumental knowledge are al- 
ways necessary foT policy judgments, neither alone can ever be sufficient"). 
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To clarify the role of science in setting environmental policy, we 
distinguish in this Section between two aspects of the standard-setting 
process: “risk assessment” and “risk management.” The Nadonal Re- 
search Council of the National Academy of Sciences (NAS/NRC) rec- 
ognized this disdnction between risk assessment and risk management 
in its influential 1983 report known as the Red Book* 1 which estab- 
lished a framework for risk-based decision making that regulatory 
agencies continue to follow today. The Red Book defined risk assess- 
ment as “the characterization of die potential adverse health effects of 
human exposures to environmental hazards. Risk assessment is 
based extensively on scientific information, supplemented widi what 
have been termed “risk assessment policy" judgments to bridge gaps 
and uncertainties in the scientific evidence. s ‘ Risk assessment is there- 
fore considered to be predominantly — though not exclusively' 1 — 
based on scientific evidence and analysis.' 1 


Nat’l Research Gduncil, Nat'l Acad, of Set., Risk assessment in the 
Federal Government: Managing the Process (1983) [hereinafter NAS/NRC Red 
Book] ; see also STEPHEN BREYER. BREAKING THE VICIOUS CTRCLE: Toward EFFECTIVE 
Rlsk REGULATION 9 (1993) (recognizing that risk regulation "has two basic parts, a 
technical pare called ‘risk assessment,’ designed to measure the risk associated with 
the substance, and a more policy-oriented part, called ‘risk management”') , 

*' NAS/NRC RED Book, supra note 90, at 18; see also 2 THE PRESIDENTIAL/ 
Congressional Comm'n on Risk assessment .and Risk Mgmt., Final Refort: Risk 
Assessment and Risk Management in Regulatory Decision-Making 2 (1997) (here- 
inafter RISK COMM’NJ (“Risk assessment is the systematic, scientific characterization of 
potential adverse effects of human or ecological exposures to hazardous agents or ac- 
tivities.”), available at http://www.epa.gov/ncea/pdfi5/riskcom/riskcom2.pd/. 

NAS/NRC RED BOOK, supra note 90, at 37. Such risk assessment policy judg- 
ments include factors such as which health effects to consider and group together, the 
type of models and assumptions to use in the risk assessment, how to extrapolate data 
from one small segment of a population to the entire population, and how to com- 
pute, present, and account for uncertainties. Id. at 29-33; see also REGULATORY IMPACT 
Analysis Project, Inc., Choices in Risk assessment: The Role of Science Policy 
in the Environmental Risk Management Process, at xi (1994) (acknowledging that 
there are "gaps and uncertainties in scientific knowledge, data, and methodology that 
arise in the assessment of risks to human health and the environment associated with 
exposure to substances, conditions, activities, and sites”), available at http://www. 
library.ucsf.edu/tobacco/batco/html/600/687/otlierijages/7Jitml; Thomas O. McGa- 
rity. Substantive and Procedural Discretion in Administrative Resolution of Science Policy Ques- 
tions; Regulating Carcinogens in EPA and OSHA, 67 GEO. L.J. 729, 732-47 (1979) (dis- 
cussing a range of science policy issues that arise in risk regulation including the suffi- 
ciency of data and varying scientific interpretations of data). 

” Sec Daniel M. Byrd ill & C. Richard Cothern, Introduction to Risk 
Analysis: a Systematic Approach to Science-Based Decision Making 6-8. 330-34 
(2000) (noting that risk assessment inherently and inevitably involves some judgment) ; 
Sheila Jasanoff, Contested Boundaries in Pol icy- Relevant Science, 17 SOC. STUD. SGI. 
195, 211 (1987) (observing that analysts have “agreed that very little in a typical risk 




241 


1276 UNIVERSITY OF PENNSYLVANIA LAW REMEW [Vol. 152: 1255 

Risk management, on the other hand, is “an agency decision- 
making process that entails consideration of political, social, eco- 
nomic, and engineering information with risk-related information to 
develop, analyze, and compare regulatory options and to select the 
appropriate regulatory response to a potential chronic health haz- 
ard."" It "necessarily requires the use of value judgments on such is- 
sues as the acceptability of risk and the reasonableness of the costs of 
control.”* As a subsequent National Research Council report teiier- 
ated, “science alone can never be an adequate basis for a risk deci- 
sion” because “|r]isk decisions are, ultimately, public policy choices.”” 
The U.S. Supreme Court has likewise recognized that the risk man- 
agement decision of selecting the level at which to set health and 


assessment could be labeled as pure science”); Mark E. Rushefskv, Assuming the Conclu- 
sions: Risk Assessment m the Development of Cancer Policy. 4 POL. LIFE SCI. 31 . 31 (1985) 
(arguing that “[i]n reality facts and values in policy making are hopelessly mixed”). 
Even the NRC. in its “1983 report and accompanying working papers!, 1 acknowledged 
that risk assessment unavoidably combined elements of both science and policy.” 
Sheila Jasan off, Science , Politics , and the Renegotiation of Expertise at EPA, 7 OSIRIS 194, 209 
(1992) [hereinafter JasanofF, Science, Politics, and the Renegotiation of ExpeitUe ]; see also 
infra note 108 and accompanying text (recognizing line roles that both science and 


policy play in risk assessments). 

M Sec Gail Charnlev, Democratic Science: Enhancing the Role of Science 


in Stakeholder-Based Risk Management' Decision-Making (2000) (“[RJisk assess- 


ment generally constitutes the vehicle for including science in risk management deci- 


sionmaking .... [R]isk assessment is based on science to the extent possible and on 
judgment when necessary.”), available at http;/ / www.epa .gov/sab / pdf / eccmO 1 006 
appne.pdf; Frank Cross, The Public Role in Risk Control, 24 ENVTL. L. 887, 889-90, 90 n.5 
(1994) (“[Even though] purely scientific judgments contain underlying vaJues[,] [i]n 
the case of risk assessment . . . the overriding value is accuracy [in determining] . , . the 
objective probability of an event’s occurrence. Value judgments are largely irrelevant 
to die probabilistic determination of scientific risk." (footnote omitted)). 

“ NAS /NRC RED BOOK, wfrra note 90, at 18-19; see aUo NAT’L Acad. OF PUB, 
ADMIN., supra note 89, at 37 (“[Risk management] includes a wide array of actions 
such as writing and enforcing regulations, providing information and technical assis- 
tance, and establishing market incentives for risk reduction.”); RISK COMM’N, supra 
note 91, at 2 (finding that 'risk management is the process of identifying, evaluating, 
selecting, and implementing actions to reduce risk to human healdi and to ecosys- 
tems” for the purpose of adopting “scientifically sound, cost-effective, integrated ac- 


tions that reduce or prevent risks while taking into account social, cultural, ethical, po- 
litical, and legal considerations”). 

b NAS/NRC RED BOOK, supra note 90. at 19: see also Oren, supra note 18. at 
10,660 (“[T]he decision of who should be protected, and what effects they should be 
protected against, is an ethical decision, not a scientific one.”) . 

17 Nat'l Research Council, Understanding Risk- Informing Decisions in a 


Democratic Society 26 ( 1996). 
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environmental standards is primarily a policy, rather than a scientific, 
undertaking.* 8 

While risk assessment is thus conventionally understood to be 
predominantly (but not exclusively) a scientific undertaking, risk 
management decisions, including the selection of regulatory stan- 
dards, require making value judgments that extend beyond the scope 
of science.*' Tit e Red Book recommended that regulatory agencies 
“maintain a clear conceptual distinction between assessment of risks 
and consideration of risk management alternatives; that is, the scien- 
tific findings and policy judgments embodied in risk assessments 
should be explicitly distinguished from the political, economic, and 
technical considerations that influence the design and choice of regu- 
la tory strategies. 


In the Court’s 1980 review of the Occupational Safety and Health Act's (OSHA) 
benzene occupational exposure standard, Justice Marshall’s dissenting opinion stated: 
[Wjhen the question involves determination of the acceptable level of risk, 
die ultimate decision must necessarily be based on considerations of policy as 
well as empirically verifiable facts. Factual determinations can at most define 
the risk in some statistical way: the judgment whether that risk is tolerable 
cannot be based solely on a resolution of die facts. 

Indus. Union Dep’t v. Am. Petroleum Inst., 448 U.S. 607, 706 (1980) (Marshall, J. t dis- 
senting). The plurality opinion responded direcdy to Justice Marshall’s policy argu- 
ment: "We agree, Thus, while die Agency must support its finding that a certain level 
of rusk exists by substandal evidence, we recognize that its determination that a particu- 
lar level of risk is ‘significant’ will be based largely on policy considerations,” Id. at 656 
n.62 (plurality opinion); see also EDLEY, supra note 6, at 75 (noting tiiat in setting new 
OSHA standards “[sjcience alone . . . cannot determine what to do with [die] uncer- 
tainties’' and that u [t]he science is inseparable from the value choices which are die 
familiar grist of political decision making”). 

‘ ‘ Set William W. Lowrance, Of Acceptable Risk 75-76 (1976) (“Determining 
safety, dien, involves two extremely different kinds of acdvities .... Measuring risk — 
measuring die probability and severity of harm — is an empirical, scientific activity; Judg- 
ing safety— judging die acceptability of risks — is a normative, political activity.”); 
Fisher, supra note 41, at 130 (“[Risk] standards are normative prescriptions which re- 
quire die balancing of different social and political factors and the consideration of 
scientific and other specialist information in the context of scientific uncertainty ”); see 
also Jocelyn Kaiser, Showdown over Clean Air Science, 277 SCIENCE 466, 469 (1997) (“De- 
ciding whether to set a stringent standard . . 'becomes a value judgment. It’s not a 
scientific question,’” (quoting environmental health scientist Ardiur Upton) ). 

1 NAS/NRC RED BOOK, supra note 90, at 7. Even though the authors of the Red 
Book argued for conceptual clarity in distinguishing between risk assessment and risk 
management, diis does not mean that diey did not acknowledge that policy considera- 
tions entered into die risk assessment process. See id. (noting “the scientific findings 
and policy judgments embodied in risk assessments”); see also Jasanoff. supra note 33, 
at 17l (arguing that die Red Book ’’definitively established diat most of die determina- 
tions made in the process of carcinogenic risk assessment involve a mixture of science 
and policy”). 
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In other contexts, EPA has endorsed and relied on the NAS/ 
NRC's distinction between risk assessment and risk management. 1 ' 1 
For example, in a recent EPA guidance document on conducting 
risk analysis, EPA directed Agency staff to separate risk assessment 
from risk management, with risk assessment involving the selection, 
evaluation, and presentation of “scientific information,’' but not “deci- 
sions on the acceptability of any risk level for protecting public health 
or selecting procedures for reducing risks.” 103 In contrast, EPA noted 
that risk management decisions should be based on, to the extent 


1 1 EPA describes the “risk assessment /risk management paradigm” as an “impor- 
tant Agency organizing principle.” Office of Research and Development, EPA. Risk 
Assessment, http:// www.epa.gov/ord/htm/riskJitm (last visited Feb. 10, 2004); accord 
William D. Ruckelshaus, Risk, Science , and Democracy , ISSUES SCI. Sc TECH., Spring 1985, 
at 19. 28 (representing a former two-time EPA Administrator’s view that there should 
be a “strict distinction” between itisk assessment and risk management “in all statutes 
seeking to deal with risk”); see also Announcement of Preliminary Determinations for 
Priority Contaminants on the Drinking Water Contaminant List, 67 Fed. Reg. 38,222, 
38,225 (June 3, 2002) (noting that EPA’s overall approach to research on drinking 
water contaminants “is closely aligned with the 1983 National Research Council (NRC) 
risk assessment /risk management paradigm”). 

Risk assessment . . . defines the potential adverse health consequences of ex- 
posure to a toxic agent. The other component, risk management, combines 
risk assessment with . . . socioeconomic, technical, political, and other consid- 
erations, in order to decide whether to control future exposure to the sus- 
pected toxic agent and, if so, the nature and level of control. 

Guidelines for Neurotoxicity Risk Assessment, 63 Fed. Reg. 26,926, 26,928 (May 14, 
1998). 

[R]isk assessment and risk management are two distinct activities. The former 
involves die evaluation of the likelihood of adverse effects, while the latter in- 
volves the selection of a course of action in response to an identified risk that 
is based on many factors (e.g.. social, legal, political, or economic) in addition 
to the risk assessment results. 

Guidelines for Ecological Risk Assessment, 63 Fed- Reg. 26,846, 26,852 (May 14, 1998); 
see also Proposed Guidelines for Carcinogen Risk Assessment, 61 Fed. Reg. 17,960. 
17,960 (Apr. 23, 1996) (citing NAS /NRC report as recommending risk assessment 
guidelines “to ensure that the risk assessment process was maintained as a scientific 
effort separate from risk management”); Guidelines for Developmental Toxicity Risk 
Assessment, 56 Fed. Reg. 63,798, 63,800 (Dec. 5, 1991 ) (“Risk assessment . . . defines 
tire potential adverse health consequences of exposure to a toxic agent,” while risk 
management “combines risk assessment with . . . socioeconomic , technical, political, 
and other considerations."); Guidelines for Carcinogen Risk Assessment, 51 Fed. Reg. 
33.992, 33,992-93 (Sept. 24. 1986) (stipulating that risk assessment should “use the 
most scientifically appropriate interpretation” and “be carried out independently from 
considerations of the consequences of regulatory action"); Sri. Pol’y Council, EPA, 
Guidance for Risk Characterization, at http;/ /www.epa.gw/OSP/spc/rcguide.hcm (Feb. 
1995) (“In 1984. EPA endorsed these [NAS /NRC] distinctions between risk assessment 
and risk management for Agency use, and later relied on them in developing risk as- 
sessment guidelines.” (endnotes omitted)). 

Sci. PoPy Council, supra note 101. 
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permissible, a consideration of “technical feasibility (e.g., treatability 
and detection limits), economic, social, political, and legal factors.” in 
addition to the output of the risk assessment process. 1 According to 
the EPA guidance document, “risk assessors and managers should un- 
derstand that the regulatory decision is usually not determined solely 
by the outcome of the risk assessment.” 104 In order to make risk as- 
sessments “transparent,” EPA has further stated that it is important 
“that the conclusions drawn from the science are identified separately 
from policy judgments.” 1 * Risk management, the Agency has ac- 
knowledged, “goes beyond scientific considerations alone." 1 ' 

Of course, in practice the distinction between risk assessment and 
risk management is surely not as clear cut as the distinction made in 
the Red Book might suggest." This is because policy considerations 
almost invariably underlie, and may even dominate, many of the 
choices made in conducting a risk assessment, just as they inherently 
must pervade risk management determinations. 1 * For this reason, a 


' Idr. see also EPA, SCIENCE POLICY COUNCIL HANDBOOK: RISK CHARACTER!- 
NATION 51 (2000) ('The sci cntific risk assessment and its peer review provide the 
sound scientific underpinnings for a decision. However, it is only one of the many fac- 
tors that a decision maker considers in arriving at a final environmental decision.") - 

Sci, PoPy Council, supra note 1 01 . 

3 Draft Water Quality Criteria Methodology Revisions: Human Health. 63 Fed. 
Reg. 43,756, 43,769 (Aug. 14 t 1998). 

Guidelines for Neurotoxicity Risk Assessment, supra note 1 01. 63 Fed. Reg. at 

26.928. 

See JasanofF, Science, Politics, and the Renegotiation of Expertise ; supra note 93, at 
209 (noting the “impracticability of cleanly separating science from policy"). 

See Carnegie Cgmm’n on Sci., Tech., &.• Gov’t, Risk .and the Environment: 
Improving Regulatory Decision Making 69 (1993) ("The lines between science, sci- 
ence policy, and polio,' are fuzzy and wavering.”); MARC K. LaNDY ET AL m ENVI- 
RONMENTAL PROTECTION AGENCY: ASKING THE WRONG QUESTIONS 186 (2d ed. 1 994 ) 
("{TJhere is no way to make a simple separation between the 'scientific' and the ’pol- 
icy’ aspects of labeling a compound ‘carcinogenic.’”); Mary R. English, Can Risk As 
sessment and Risk Prioritization Be Extricated p om Risk Management ?, in RISK ASSESSMENT IN 
SETTING National PRIORITIES 495, 496 (James J. Bonin &: Donald E. Stevenson eds., 
1989) (arguing that many risk assessments require policy considerations); Sheila Jasa- 
noff, Bridging the Turn Cultures of Risk Analysis , 13 RISK. ANALYSIS 123, 129 (1993) 
( a [T]he principles by which we organize the ‘facts' of risk have to derive, at least in 
part, from underlying concerns of public policy . . . .”); Sheila Jasanoff. Relating Risk 
Assessment and Risk Management: Complete Separation of the Two Processes is a Misconception, 
19 EPA J. 35, 35 (“Risk assessment . . . requires the exercise of subjective judg- 
ment. . . . (which 1 must remain sensitive to die policy context.’’): Howard Kunreuther 
Sc Paul Slovic, Science, Values, and Risk, 545 ANNALS AM. ACAD. POL. Sc SOC. SCI. 116, 
119 (1996) (discussing “the subjective and value-laden nature of risk assessment”); 
Paul Slovic, Trust, Emotion, Sex, Polities, and Science: Surveying the Risk Assessment Battle- 
field, 1997 U. CHI. LEGAL. F. 59, 95 (1997) (“Risk assessment is inherently subjective 
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subsequent National Research Council report has cautioned against 
making a strict separation in practice between the conceptually dis- 
tinct aspects of risk assessment and risk management because nonsci- 
entific considerations, including policy concerns and deliberation, are 
relevant to risk assessment. 1 " 1 That said, agencies and commentators 
continue to maintain that, notwithstanding the unavoidable intrusion 
of certain policy considerations, the process of risk assessment re- 
mains primarily a scientific, undertaking that should be treated as 

largely distinct from the policy-dominated domain of risk manage- 

„ no 

ment. 

For the purposes of this Article, the debate over how sharply to 
distinguish risk assessment from risk management is not crucial be- 
cause it is a debate that focuses on how to characterize the risk as- 
sessment enterprise. 111 Those who reject a strict dichotomy between 
risk assessment and risk management do so because they conclude 


and represents 3 blending of science and judgment with important psychological, so- 
cial, cultural, and political factors.**). 

]r ' Natl Research Council, nq pm note 97, at 34. 

n Sec, e.g., International Standard-Setting Activities, 67 Fed. Reg. 37,760, 37,770- 
71 (May 30, 2005) (defining risk assessment as a "scientifically based process’' and risk 
management as a "process, distinct from risk assessment, of weighing policy alterna- 
tives ... and, if needed, selecting appropriate prevention and control options”); 
Guidelines for Neurotoxicity Risk Assessment, supra note 101. 63 Fed. Reg. at 26,950 
(distinguishing risk characterization (assessment) from risk management and noting 
that “[t]he risk manager uses the results of the risk characterization along with other 
technological, social, and economic considerations in reaching a regulatory decision”); 
Bernard D. Goldstein, If Risk Management Is Broke, Why Fix Risk Assessment ?, 19 EPA J. 
37, 37 ("J R]isk management is contextual, with the best decision being related It* time 
and place, while risk assessment inherently embraces the concept that there is a single 
right assessment for all time”); Howard Raiffa, Science and Policy; Their Separation and 
Integration in Risk Analysts . in THE RISK ANALYSIS CONTROVERSY: AN INSTITUTIONAL 
PERSPECTIVE 27, 28 (Howard C. Kunreuthcr Sc Eryl V. Ley eds., 1982) (distinguishing 
between risk "assessment” and risk "evaluation”); Ruckelshaus, supra note 101, at 28 
(“It is impossible to evaluate die merits of these positions without first drawing a dis- 
tinction between the assessment of risk and the process of deciding what to do about 
it, which is ‘risk management.’”); see also GRAHAM ET AL., supra note 89. at 218 (calling 
for a "neoseparationist” approach which would entail "a good-faith attempt by regula- 
tory institutions to address separately and explicidy die extent of risks from chemical 
exposures and the acceptability of such risks”). 

111 See, eg., Carnegie Comm'n on Sex, Tech., & Gov t, svpra note 108, ai 78 (a c- 
knowiedging diat risk assessment can be “assumption- and value-laden”); LaNDYET AL,, 
supra note 108, at 200 (“Risk assessment is an enterprise that is neither wholly scientific 
nor wholly independent of science.”); Terry Davies, Risk Assessment in Environmental 
Polary, EARTH MATTERS 8 (Mar. 1999) (noting that “the practice of risk assessment has, 
from the beginning, been a hybrid mixture of science and non-science ”) , available at 
http://www.eardiinstitute.columbia.edu/library/earthmatters/inarcli99/Pages/ page8 
Jitrol. 
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that social values inevitably enter into (or should enter into) risk as- 
sessment judgments. not because they believe risk management deci- 
sions can be based solely on science. "" In the debate over (he separa- 
don of risk assessment and risk management, neither side disputes 
that risk management decisions ar e normative. 11 ' 

We have highlighted the distincdon between risk assessment and 
risk management here because a decision about where to set an air 
quality standard falls squarely in the domain of risk management. 114 


11 * See, e.g., Howard Latin, Good Science , Bad Regulation, and Toxic Risk Assessment, 5 
Y\LEj, ON Reg. 89, 90 (1988) (challenging the conventional separation between risk 
assessment and risk management by arguing that “social policy considerations must 
play as prominent a role in the choice of risk estimates [i.e., risk assessment) as in the 
ultimate determination of which predicted risks should be deemed unacceptable [i.e., 
risk management]*). In part, this criticism emerges because the conventional separa- 
don between risk assessment and risk management serves to draw a boundary that may 
make it appear as if risk assessment is a purely scientific enterprise. Set, eg.. BYRD & 
COTHERN, supra note 93, at 335 (noting dial risk assessors at times "attempt to dis- 
guise . . . values and ethics in some decisions with scientific or technical labels"). Of 
course, demarcating where science ends and policy begins, sometimes referred to as 
“boundary work." is seldom easy or uncontestable, See generally THOMAS F. GlERYN, 
Cultural Boundaries of Science: Credibility on the Line 66 (1999) ("Boundary 
work gets especially interesting when it happens in places of power, for the demarca- 
tion games played out there often have large consequences for the symbolic and mate- 
rial conditions of scientific work."); Thomas F. Gieryn, Boundaries of Science, in 
Handbook of Science Sc Technology Studies 393, 393 (Sheila Jasanoff et al. eds.. 
rev. ed. 1995) (focusing on “die “boundary problem" in science and technology stud- 
ies: Where does science leave off. and society — or technology — begin? Where is the 
border between science and non-science?") . 

‘ l See generally Ralph L. Keene)'. The Role of Values in Risk Management, 545 ANNALS 
AM. ACAD. Pol. Sc Soc. SCI. 126. 134 (concluding that “values are crucial to risk man- 
agement"). 

The development of a regulator)- standard is the quintessential risk manage- 
ment derision. Sec NAT’L ACAD. OF PUB. ADMIN, supra note 89, at 37 (noting that 
risk management includes “writing and enforcing regulations"); RISK COMM’N. supra 
note 91, at 2 (describing the “traditional definition” as referring “to the process of 
evaluating alternative regulatory actions and selecting among them" though arguing 
for a still broader conception of risk management to include voluntary, private sector 
initiatives), available at http://www.epa.gov/ncea/pdfe/riskcom/rMkcom 1 .pdf; Fisher, 
supra note 41, at 113 (arguing di3t “risk regulation standards are regulative and thus 
normative prescriptions"), EPA has frequendy characterized air quality standard setting 
as a risk management process. See, e.g.. National Emission Standards for Hazardous Air 
Pollutants: Pesticide Active Ingredient Production, 64 Fed. Reg. 33,550, 33,553 (to be 
codified at 40 C.F.R. pts. 9, 63) (June 23, 1999) (noting that “( tjhc EPA’s risk man- 
agement strategy could include die development of risk based emission standards un- 
der the [Clean .Air Act)”); National Ambient Air Quality Standards for Particulate Mat- 
ter, 62 Fed. Reg. 38.652, 38,668 (to be codified at 40 C.F.R. pt. 50) (July 18, 1997) 
(referring to the risk management for a “short-term . . . standard”); National Ambient 
Air Quality Standards for Ozone and Particulate Matter, 61 Fed. Reg. 29,719, 29,723 
(to be codified at 40 C.F.R. pL 50) (June 12, 1996) (describing EPA’s decision as one 
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EPA’s national ambient air quality standards represent die core risk 
management objectives for the nation, with significant regulatory- 
ramifications depending on the levels at which these standards are set. 
Areas of file country that do not attain a level of air quality meeting 
NAAQS are subject to more stringent regulatory controls, such as 
standards for reformulated gasoline, automobile inspection and main- 
tenance programs, and tighter federal standards for the development 
of new sources of pollution. 116 In setting NAAQS, or any other regula- 
tory standard, EPA officials need to draw upon the available scientific 
evidence on die health effects of different pollutants, but ultimately 
diey must make a decision based on factors other than just the sci- 
ence. Standing alone, scientific data on ozone and particulate matter 
do not, and cannot, provide a principled justification for the level at 
which the respective air quality standards are set."' 


of “selecting a suite of standards that would focus risk management approaches”); 
Proposed Requirements for Designation of Reference and Equivalent Methods for 
PMjj, and Ambient Aii Quality Surveillance for Particulate Matter. 61 Fed. Reg. 65,780, 
65,793 (Dec. 13, 1996) (to be codified at 40 C.F.R. pts. 53, 58) (referring to "the risk 
management approach of the proposed new PM-* NAAQS”); Revised Requirements 
for Designation of Reference and Equivalent Methods for PM,, and Ambient Air Qual- 
ity’ Surveillance for Particulate Matter, 62 Fed. Reg. 38,764, 38,780 (to be codified at 40 
C.F.R. pts. 53. 58) (July 18, 1997) (noting EPA's “risk management approach” in set- 
ting NAAQS); NESHAPS: Final Standards for Hazardous Air Pollutants for Hazardous 
Waste Combustors, 64 Fed. Reg. 52,828. 52,841 (to be codified at 40 C.F.R. pts. 60, 63, 
260, 261 , 264, 265, 266, 270, 271 ) (Sept. 30, 1999) (characterizing decisions about “the 
protectiveness of the MACT standards” as “national risk management decisions”); Na- 
tional Emission Standards For Hazardous Air Pollutants: Standards for Inorganic Ar- 
senic, 51 Fed. Reg. 27,956, 27.957 (to be codified at 40 C.F.R. pt. 61) (Aug. 4, 1986) 
(describing EPA’s “Risk Management Approach” to selecting standards); National 
Emission Standards For Hazardous Air Pollutants: Regulation of Radionuclides. 49 
Fed. Reg. 43,906, 43.909 (Oct. 31, 1984) (to be codified at 40 C.F.R. pt. 61) {“fTJhe 
individual facts, calculational operations, scientific judgments, and estimates of uncer- 
tainty [are j documented and integrated in a clear and logical manner to provide a risk 
assessment that can be used as a scientific basis for risk management purposes, i.e., 
standard-setting.”) . 

Aj See 42 U.S.C. § 7503(a), (c) (2000) (permit requirements); id. § 7507 (new mo- 
tor vehicle emissions standards); id. § 7511a (state submission requirements); id. 
§ 7512(a) (classification and attainment dates for nonattainment areas); id. § 7513 
(additional classification and attainment dates); id. § 7545 (fuel regulation). 

11 ’ See Lead Indus, v. EPA. 647 F.2d 1 130. 1146 (D.C. Cir. 1 980) (recognizing that 
the selection of a NAAQS “presents complex questions of science, law, and social pol- 
icy under the Act”); Reauthorization of the Clean Air Act Reauthortzation: Hearing Before 
the Senate Subcomm. on Clean Air. Wetlands, Private Property and Nuclear Safety of the Comm, 
on Envt & Pub, Works, 106th Cong. (1999) (statement of John D. Graham, former Di- 
rector of die Harvard Center for Risk Analysis) (hereinafter Graham Testimony] 
(‘‘[SJcientific information (alone) does not typically provide an intelligible basis for 
die setting of safe (yet non-zero) amounts of air pollution.”); Morton Lippmann, Role 
of Science A dirisory Groups in Establishing Standards for Ambient Air Pollutants . 6 AEROSOL 
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C. The Clean Air Act and the Problem of No n-Threshold Pollutants 

Given the way the Clean Air Act has been written and interpreted, 
scholars have sometimes suggested that EPA not only can, but legally 
must, base its NAAQS decisions solely on science. For example. Pro- 
fessor Lisa Heinzerling has argued that EPA properly revised its stan- 
dards “based on mounting scientific evidence of the harmfulness of 
these pollutants at levels allowed by the existing standards.” 111 Simi- 
larly, Professor Robert Percival has argued that the “EPA's determina- 
tion of what levels of air pollution harm health has consistently been 
understood to require a judgment based on science, not econom- 
ics.” 111 It is true that the Clean Air Act specifies the steps EPA must 
take in setting or revising its air quality standards, 111 and that these 
steps have been interpreted to preclude the consideration of costs. 1 ' ’ 
But even though the statute may constrain EPA in certain ways, it re- 
mains inherently necessary to make risk management policy judg- 
ments when setting air quality standards. 

As noted earlier, the Clean Air Act provides that in promulgating 
a new or revised NAAQS, EPA must draw upon a “criteria document” 


SCI. & TECH. 93, 1 14 (1987) (suggesting that with respect to setting NAAQS standards, 
“(sjcience and scientists cannot solve all of the EPA’s problems’*); Oren, supra note IS. 
at 10,660 (arguing that “the decision of who should be protected, and what effects they 
should be protected against, is an ethical decision, not 3 scientific one"). For a discus- 
sion of policy principles applicable to setting air quality standards, see infra Part I II .A. 

! ‘ Lisa Heinzerling, The Clean Air Act and the Constitution, 20 ST. LOUIS U, PUB. L. 
REV. 121, 122 (2001). Heinzerling also has claimed that. EPA’s “standards [were! 
promulgated based on this body of scientific evidence." Id ; see also David M. Driescn, 
Sustainable Development and Atr Quality: The Need to Replace Basic Technologies with Cleaner 
Alternatives , 32 Envtl. L. Rep. (Envd. L. Inst.) 10,277, 10,282 (Mar. 2002) (noting that 
“(t]he revised standards reflect new health data”); Thomas O. McGarity, The Clean Air 
Ad at a Crossroads: Statutory Interpretation and Longstanding Administrative Practice m the 
Shadow of the Delegation Doctrine, 9N.Y.U. ENVTL. L.J. 1, 2 (2000) (stating that each time 
EPA has established or revised a NAAQS “the Agency based its decision on one or 
more air quality criteria documents that set out in considerable detail the available sci- 
entific information on the adverse health effects of die relevant pollutants"). To be 
sure, science could demonstrate that health effects occurred at levels of exposure be- 
low current standards, but this scientific evidence by itself cannot be used to justify a 
decision about where a standard should be set. Supra note 89 and accompanying text. 

Robert V. Percival, Joint Center Amtci Brief Misses the Mark (AEI-Brookings Joint 
Ctr. for Regulatory Studies, Policy Matters No. 00-11. 1990), available at http:, www. 
aei.brookings.org/policy/page.phphd-55. 

Supra notes 47-50 and accompanying text, 

11 See Whitman v. Am. Trucking Ass’ns. 531 U.S. 457. 464-70 (2001) (finding diat 
Congress’ instructions to EPA to set air quality standards do not allow consideration of 
“the costs of achieving such a standard"); Lead Indus., 647 F.2d at 1148 (stating that 
“economic considerations play no part in the promulgation of ambient air quality 
standards"). 
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that reflects “the latest scientific knowledge” of the health effects of 
tire relevant pollutant.'" Then, under section 109 of the Act, EPA is 
to set a standard that is “requisite to protect tire public health” with 
“an adequate margin of safety." 188 The legislative history of the Clean 
Air Act provides some additional guidance for construing the brief 
statutory language. In 1970, when the current language ofsecdon 109 
was enacted, the Senate Report stated that the objective of air quality 
standards was to ensure “an absence of adverse effects on Lite health of 
a statistically related sample of persons in sensitive groups.” 1 ' NAAQS 
were intended to protect susceptible groups such as “bronchial asth- 
matics and emphysematics who in the normal course of daily activity 
are exposed to the ambient environment.” 18 ' 1 Based on this language, 
EPA and tire courts have construed section 109 to require air quality 
standards to “be set at a level at which there is ‘an absence of adverse 
effect' on . . . sensitive individuals.” 1 '’ 

Moreover, NAAQS must provide a “margin of safety” to ensure 
that ‘“a reasonable degree of protection is to be provided against haz- 
ards which research has not yet identified, ’” 1! * Thus, at least as re- 
flected in the 1970 Senate Report, EPA was required to set NAAQS at 
a level that would ensure no detectable adverse health effects in even 
susceptible subgroups of the population, and then to add an addi- 
tional margin of safety to protect against unknown health risks that 
may be discovered in the future. In short, the NAAQS were appar- 
ently intended to provide near-absolute protection against adverse 
health effects. 


42 U.S.C. § 7408(a)(2) (2000). 

«.§ 7409(b)(1). 

K S. REP. No. 91-1196, at 10 (1970). Tire Senate explained that an adequate 
sample is “the number of persons necessary to test in order to detect a deviation in the 
heal tli of any person within such sensitive group which is attributable to the condition 
of the ambient air.'* Id. 


Lead Indus. , 647 F.2d at 1153; set t also Whitman, 531 U.S. at 464-65 (agreeing 
with the approach taken by the D.C. Circuit in Lead Industries) . 

I2 * Lead Indus., 647 F.2d at 1150 (quoting S. REP. No. 91-1196, at 2-3 (1970)); see 
also id. at 1154 (observing that the margin of safety requirement was intended to pro- 
tect against health effects "which have not yet been uncovered by research”). Accord- 
ing to EPA: 

The margin of safety requirement was intended to address uncertainties asso- 
ciated with inconclusive scientific 3nd technical information available at the 
time of standard setting, as well as to provide a reasonable degree of protec- 
tion against hazards that research has not yet identified. Both kinds of uncer- 
tainties are components of the risk associated with pollution at levels below 
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The statutory provisions for adopting NAAQS, initially enacted in 
their present form in 1970, are based on the assumption that pollut- 

127 

ants have thresholds for which it is possible to set a “safe” level." 
Such a “threshold pollutant” causes adverse effects only above a cer- 
tain exposure level, designated as the threshold level. In contrast, a 
“non-threshold” pollutant is one that may cause adverse effects at any 
level above zero exposure. 1 ® 

For threshold pollutants, it would appear as if science alone might 
be sufficient to determine the level at which an air quality standard 
should be set. If a pollutant shows a clear threshold, the science 
would presumably provide the basis for using this threshold as a “safe" 
point below which the regulator could be assured the complete pro- 
tection of public health. Yet even with threshold pollutants, some 
judgments would still be required on the part of the Administrator. " 
Moreover, even when die standard is set below the threshold level, the 
Administrator must make a clear policy judgment in selecting an 


those at which human health effects can be said to occur with reasonable sci- 
entific certainty. 

EPA. Ozone Final Rule, supra note 8, 62 Fed. Reg. al 38,857; see also EPA, PM Final 
Rule, supra note 9, 62 Fed. Reg. at 38,653 (same). 

See Clean Air Act Amendments of 1 977: Hearing Before the Subcomm. on Envtl. Pollu - 
tian of the Senate Comm, on Env’t & Pub. Works, 95th Cong., 1st Sess., pi. 3. 3t 8 (1977) 
(statement of Sen. Edmund Muskie. Member, Senate Subcomm. on Envtl. Pollution) 
(“The Clean Air Act is based on the assumption, although we knew at the time it was 
inaccurate, dial there is a threshold.”); Joseph M. Feller, Non-Threshold Pollutants and 
Atr Quality Standards, 24 ENVTL. L. 821, 823 (1994) (“A cridcal . . . assumption under- 
lies . . . the structure of the Clean Air Act ... . The assumption is that, for each pollut- 
ant of concern, there is a threshold concentration, represented by the NAAQS, above 
which the pollutant is a threat to health or welfare and below which it is not."); William 
Iv Reilly, Foreuu/rrl to ROBERT D. FRIEDMAN, SENSITIVE POHJLATIONS AND ENVIRON- 
MENTAL STANDARDS, at vii, vii (1981 ) (“The Clean Air Act incorporates die notion of 
threshold values of pollutants, levels below which there are presumed to be no adverse 
health effects, and requires that standards be set on the basis of the threshold, with a 
margin of safety." ). 

See Natural Res. Def. Council v. EPA, 824 F.2d 1146, 1 148(D.C. Or. 1987) (dir- 
fining a “non-threshold* pollutant as one diat "appears to create a risk to health at all 
non-zero levels of emission”). A non-threshold pollutant is always defined provision- 
ally, because it is “impossible to scientifically prove the absence of a threshold, as one 
can never prove a negative.” David L. Eaton Sc Curtis D. Klaassen, Principles of Toxicol- 
ogy, in CASARETT AND DOULL’S TOXICOLOGY: THE BASIC SCIENCE OF POISONS 1 1, 21 
(Curtis D. Klaassen ed. f 6th ed. 2001 ). 

12 ® 

“ Judgment would be needed in (1) evaluating the scientific, evidence indicating 
that a threshold exists, (2) determining that the threshold has been adequately speci- 
fied, and (3) defining what counts as an “adverse effect” covered by the threshold. 
Judgment would also be needed to determine whether the threshold protected suscep- 
tible groups and accounted for interindividual variability in response to the pollutant 
in question. 
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“adequate margin of safety” to protect against uncertain or unknown 
health effects at lower exposure levels.' 

The need for making a policy judgment is still clearer for non- 
threshold pollutants. Unlike with threshold pollutants, where a stan- 
dard can be set at a level below the threshold to provide complete 
health protection, the only way to protect against the entire contin- 
uum of adverse health effects from a non-threshold pollutant would 
be to set a standard at the level of zero." 1 As a result, when regulators 
set standards for non-threshold pollutants at levels above zero, they 
must, at least implicitly, do so based on some criteria other than the 
science, since the science indicates that health effects likely occur at 
levels below tire standard selected by the regulators. 

It turns out that few, if any, criteria pollutants regulated under the 
Clean Air Act exhibit a clear threshold. 1 ’ 2 The scientific data for 
ozone and fine PM indicate a continuum of health effects down to 
background (or natural) concentrations of the pollutants in the air, at 
which point the health effects associated with die pollutants cannot be 
distinguished from effects caused by other factors.' 1 In other words, 
there is no identifiable threshold below which a standard for ozone or 
particulate matter could be set to avoid all health effects. 151 


42 U.S.C. § 7409(b) (I ) (2000). 

1,1 See Sunstein, supra note 18, at 315 (noting that the apparent continuum of bio- 
logical responses to ozone "means that the paradigm of selecting a standard at die 
lowest-observable-effects-level and then providing an ‘adequate margin of safety' is not 
possible* ) . 

According to one report: 

In no case is there evidence that the threshold levels have a dear physiological 
meaning, in the sense that there are genuine adverse health effects at or 
above some level of pollution, but no effects at all below that level. On the 
contrary, evidence indicates that the amount of health damage varies with the 
upward and downward variations in the concentration of the pollutant, and 
with no sharp lower limit. 

Nat’l Acad, of Sa. & Nat’l Acad, of Eng’g, Air Quality and Automotive 
Emission Control, S. Doc. No. 93-24. at 1 7 ( 1974) (hereinafter NAS/NAE). 

n See, e.g.. EPA, EPA's Updated Clean Atr Standards: A Common Sense Primer, at 
http://www.epa.gov/ oar, primer /science. htm (Sept. 1997) (stating that “[t]he scien- 
tific community, EPA, Congress and the courts have long recognized there is no health 
threshold for ozone and oilier air pollutants — in other words, no specific-level at which 
all people can be fully-protected"); Heinzcrling, supra note 117, at 122 (acknowledging 
that, at the time of EPA’s decision, “the existing evidence seemed to point to the pos- 
sibility that there is no level at wliich ozone exerts no effec t whatsoever on the human 
body"); see also infra notes 146-50 and accompanying text (describing Congress* ac- 
knowledgment of the absence of tlires holds). 

Lisa Heinzerling has sought to downplay the inherent policy judgment called 
for in NAAQS decision making by arguing that EPA never definitively determined that 
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EPA acknowledged this point in its rulemaking. With respect to 
ozone, EPA stated that ozone “may elicit a continuum of biological re- 
sponses down to background concentrations” and that “in the absence 
of any discernable threshold, it is not possible to . . . identify a level at 
which it can be concluded with confidence that no ‘adverse’ effects 
are likely to occur.” 1 ' 6 Moreover, the Agency specifically rejected in- 
dustry arguments that the health evidence for ozone indicated the ex- 
istence of a threshold, responding that the available evidence sug- 
gested “a linear relationship down to a background level of 0,04 
ppm.””" For fine PM, EPA speculated that a threshold might exist, 
but acknowledged that “the level or even existence of population 
thresholds below which no effects occur cannot be reliably deter- 
mined by an examination of the results from the available studies.” 157 


ozone and particulate matter had adverse health effects down to zero. She has written: 
EPA’s observation that particulate matter and ozone may be “non threshold” 
pollutants was nothing more than an admission that the agency had not 
proven the existence of a level at which these pollutants had no effects on 
human health. ... It was 3lso not 3 claim that the agency would regard all 
such effects on health, if detected, to be sufficiently “adverse" to warrant a 
regulatory response. Nor was it a claim thar the agency would regard all such 
effects to be effects on public health within the meaning of die Clean Air Act. 
Heinzerling, supra note 117, at 126 (footnotes omitted). This argument misses the 
point. Even though the Agency did not definitively demonstrate health effects all the 
way to zero, its own analyses indicated diat there were health effects below the levels at 
which it chose to set its standards, including in the case of PM, a substantial number of 
premature deaths ever}' year, which certainly must be considered “adverse.” Moreover, 
EPA most certainly did need to make a policy judgment in deciding that some effects 
were not “sufficiently 'adverse'" to warrant protection. The Agency knew that there 
would be many individuals who w’ould suffer health effects at levels of exposure per- 
mitted by EPA’s standards, and it strongly suspected that there w’ould always be such 
individuals so long as there w*as some level of ozone or particulate matter in the air. 
Infra Part 1I.B-C. Choosing to disregard these effects in setting its regulatory standard 
may well have been reasonable and even justified, but it was a clear policy choice that 
EPA failed to acknowledge openly and explain adequately. For further criticism of 
Heinzerling's argument, see Richard J. Pierce, Jr., The Appropriate Rule of Costs in Envi 
rtmmental Regulation, 54 ADMIN. L. REV. 1237, 1261-65 (2002). 

n EPA, Ozone Final Rule, s upra note 8, 62 Fed. Reg. 3t 38,863 (citation omitted). 
EPA further acknowledged that “no standard within the range of levels and forms con- 
sidered in this review*, including the selected standard, is risk free, due to the contin- 
uum of risk likely posed by exposures to ambient O i [ozone] potentially down to back- 
ground levels." Id. at 38,873. 

” s EPA, Responses to significant Comments on the 1996 Proposed Rule on 
the National Ambient Air Quality Standards for Ozone 81 (Docket No. A-95-58, 
1997) [hereinafter EPA, OZONE RESPONSE TO COMMENTS]: see also id. ar 84 (“There is 
clear evidence from hospital admission studies that effects continue down to back- 
ground."). 

337 EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 38,670; see also Am. Trucking 
Ass’nsv. EPA, 175 F.3d 1027, 1034 (D.C. Cir. 1999) (“EPA regards ozone definitely, 
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CAS AC, the advisory committee that must review the scientific ba- 
sis of EPA's criteria document and NAAQS standards/ concurred 
with EPA that “the weight of the health effects evidence indicates that 
there is no threshold concentration for the onset of biological re- 
sponses due to exposure to ozone above background concentra- 
tions.” 1 ” Rather, "it appears that ozone may elicit a continuum of bio- 
logical responses down to background concentrations.” 1 * 1 Likewise, in 
its review of particulate matter, CASAC concluded that “[a]s with 
ozone, there appears to be no apparent threshold for biological re- 
sponses to PM exposures.” *' According to CASAC, the absence of a 
demonstrated threshold implies “that the paradigm of selecting a 
standard at the lowest-observable-effects-level and then providing an 
‘adequate margin of safety’ is no longer possible. ”“ J For ozone, CA- 
SAC also concluded that “there is no ‘bright line’ that distinguishes 
any of the proposed standards (either the level or the number of al- 
lowable exceedences) as being significantly more protective of health” 
and thus “the selection of a specific level and number of allowable ex- 
ceedences is a policy judgment.”’* 4 In testimony to Congress, the 
Chair of CASAC reiterated that “the decisions to select a given level or 
number of allowable exceedences within [EPA’s] proposed ranges 
cannot be based on science;" 1 * 1 rather, the selection of a particular 
standard was “stricdy a policy judgment.” 111 

The absence of dear thresholds for these pollutants was a well- 
known fact to members of Congress during deliberations over the 
1977 amendments to die Clean Air Act, if not earlier. 116 Senator 


and PM likely, as non-threshold pollutants, i.e., ones that have some possibility of some 
adverse health impact (however slight) at any exposure level above zero."). 

111 42 U.S.C.§ 7409(d)(2) (2000). 

Letter from Dr. George T. Wolff, Chair, Clean Air Scientific Advisory Commit- 
tee, to Administrator Carol M. Browner 2 (Nov. 30, 1995), available at http:// www.epa. 
gov/sab/ pdfZcasac02.pdf . 

hi Id 

Letter from Dr. George T. Wolff, Chair, Clean Air Scientific Advisory Commit- 
tee, to Administrator Carol M. Browner 3 (Jan. 5, 1996), available ai http://www.epa, 
gov/sab/pdf/casac03.pdf. 

Wolff, supra note 139, at 2. 
j" Id, at 2-3. 

EPA Proposed Clean Air Regulations: Hearing Before the House Subcomm. on Health 
& Env't and House Subcomm. on Oversight & Investigations, 105th Cong. 2 (1997) (state- 
ment. of George T. Wolff, Chair. EPA’s dean Air Scientific Advisory Committee’s Pan- 
els on Ozone and PM), available at, 1997 WL 10569483. 

145 . . 

Id, at 1 . 

Congress was strongly influenced by a 1974 report prepared for the Senate 
by the National Academy of Sciences and National Academy of Engineering which 
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Muskie, the primary Senate sponsor of the amendments, observed 
that for nearly all criteria pollutants, “[i]here is no threshold health 
effect which can be used to say that above this threshold there is dan- 
ger to health and below it there is not.” 147 The House likewise ac- 
knowledged in 1977 that the “safe threshold” concept underlying sec- 
tion 109 was “at best, a necessary myth” 1 " since “no safe thresholds can 
be established.” 117 Accordingly, the House noted that air quality stan- 
dards set by EPA at the time had failed to satisfy either of “the two 
main safeguards which have been recognized as necessary' in the pro- 
tection of public health: proof of a safe threshold level of exposure 
and a fully adequate margin of safety beyond harm levels which have 
already been proved.” 150 

In setting air quality standards at any level above zero, the EPA 
Administrator is compelled to rely upon some criterion other than the 
absolute protection against health effects. As Senator Muskie recog- 
nized in 1977: 

I wish it were possible for the Administrator to set national primary and 
secondary standards that fully implement the statutory language .... 

The fact is, as testimony and documents disclose, the standards do not 
fully protect in accordance with the statutory language which gives tile 
Administrator authority to provide for additional protection. He has 
had to make a pragmatic judgment in the face of the fact that he found 


concluded that, contrary to the .assumption underlying the 1970 Act, there were no 
thresholds for criteria pollutants. NAS/NAE, supra note 132, at 17-18. 

347 Staff of Senate Comm, on Env’t & Pub. Works, 95th Cong., Legislative 
History of the Clean air act Amendments of 1 977 (Comm. Print l 978), reprinted in 
3 Comm, on Env’t & Pub. Works, 95th Cong., Legislative History of the clean 
Air Act Amendments of 1977, at 781 (1978) (remarks of Sen. Edmund Muskie). 
Senator Muskie likewise stated: 

[TJestimony on the health question over the last 7 years over and over again 
has made the point that there is no such thing as a threshold for health ef- 
fects. Even at the national primary standard level, which is the health stan- 
dard, ther e are health effects dial are not protected against. 

123 CONG. Rec.. 18,460 (1977) (statement of Sen. Edmund Muskie). 

H.R. Rep. NO. 95-294, al 111 (1977). 

Id. at 1 27. The House Report also quoted the National Academy of Sciences in 
support of this understanding: 

“[Tin no case is there evidence that the threshold levels have a clear physio- 
logical meaning, in the sense that there are genuine adverse health effects at 
and above some level of pollution, but no effects at all below that level. On 
the contrary, evidence indicates that the amount of health damage varies with 
the upward and downward variations in the concentration of the pollutant, 
with no sharp lower limit.* 

Id. at 1 10 (quoting NAS/NAE, si^mnote 132, at 1 7). 

150 Id. at 111-12. 
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there is no threshold on health effects, which makes it very difficult then 
to apply absolute health protection, and he has not been able to do 
that.'” 

The House recognized that some limits were necessary to prevent 
the kind of zero-risk standards that would follow from strict applica- 
tion of the Clean Air Act to non-threshold pollutants: “Some have 
suggested that since die standards are to protect against all known or 
anticipated effects and since no safe diresholds can be established, the 
ambient standards should [b]e set at zero or background levels. Ob- 
viously, this no-risk philosophy ignores all economic and social conse- 
quences and is impractical.” 1 "' Nevertheless, Congress did not amend 
the statutory language of section 109 to reflect diis recognition. Nor 
did it provide any further guidance to EPA on how to justify a nonzero 
standard for a non-threshold pollutant in a way dial would satisfy the 
Clean Air Act’s requirement to “protect die public health” with an 
“adequate margin of safety.” 1 ” 

The House’s recognition that a zero-risk approach would “ignore 
all economic and social consequences,” however, implicitly demon- 
strated the inevitable need to incorporate factors other dian scientific 
evidence about health effects in justifying where standards are set for 
non-threshold pollutants. Any nonzero standard for a non-threshold 
pollutant must inherendy take into account economic and social con- 
siderations in addition to the scientific evidence of healdi effects, 
since a science-only approach that seeks to prevent all “adverse ef- 
fects” with an “adequate margin of safety” can only be set at zero, 
which everyone agrees would be nonsensical. 

II. The Abandonment of Reason in EPA’s 
Air Quality Standard Setting 

The selection of a NAAOS standard, especially for a non-threshold 
pollutant, is a quintessential risk-management decision that, while 
drawing on scientific evidence, ultimately turns on social, political, 
and economic choices. While science provides relevant information 
describing the frequency and severity of adverse effects at various 


123 CONG. REC 18,463 (1977) (statement of Sen- Edmund Muskie). 
m H.R. Rep. No. 95-294, at 127 (1977). 

155 42 U.S.C. § 7409(b) (1 ) (2000). 

Reilly, wtpm note 127, at viii (“In the absence of a scientifically definable 
threshold, the decision makers responsible for establishing a standard are inescapably 
forced to make social, not scientific, judgments.") (statement of former Administrator 
Reilly before he assumed his position as head of EPA). 
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pollutant levels, this information, by itself, Fails to identify the level at 
which to set the standard. As we have detailed, EPA has attempted to 
justify its recent NAAOS decisions (as it has earlier ones) based exclu- 
sively on science, when the selection of such a standard necessarily re- 
quires policy judgments. 1 ® EPA’s most recent revisions to its ozone 
and fine PM NAAQS not only provide yet another case study of the so- 
called science charade, but, more importantly, they reveal the conse- 
quences of a regulatory regime that permits, and even encourages, 
agencies to cloak their policy decisions in science. When EPA or any 
other agency invokes science to justify its regulatory decisions, it fails 
to provide the public with a transparent and principled justification 
for its regulatory decisions. 1 '’ 

In the recent ozone and particulate matter rulemakings, EPA took 
a series of inconsistent positions that remained largely hidden behind 
the Agency’s repeated invocation of science as the basis for its deci- 
sions. Throughout its rulemakings and subsequent rounds of litiga- 
tion, EPA’s policy positions resembled shifting sands. For example, 
even though the Agency claimed to justify its standards based on a 
singular concern for evidence of health risks, it explicitly rejected op- 
tions that, according to its own analysis, would have provided greater 
protection to the public from such risks. 1 In this Part, we present 
some of the most significant inconsistencies that emerged in EPA’s 
rulemaking documents and its arguments in court. EPA’s use of sci- 
ence as a rhetorical defense helped to mask the absence of a coher- 
ent. principled account for why the Agency revised its ozone and par- 
ticulate matter standards as it did. 196 


Sa R. Shep Melnick, Regulation and the Courts: The Case of the Clean 

AIR ACT 261 (1983 ) (“There is, in short, no simple answer to the question of how the 
EPA sets ail- quality standards. Medical evidence cannot offer definitive guidance. . . . 
The EPA itself has refused to deal with the problem in a forthright manner, hiding its 
policy choices behind its interpretation of scientific evidence.”); Kevin D. Hill, Smog, 
Science & the EPA, 25 N. Ky. L. Rev. 1, 27 (1997) (“Decisions as costly and important as 
the ozone standard should not hide behind a charade of science but should be part of 
the public debate.”); Pierce, supm note 18, at 73 (“The ATA case Is laced with symp- 
toms of the science charade ”); Wagner, supra note 1 1 , at 1640-44 (arguing that EPA’s 
reliance on scientific and medical evidence alone to justify its previous ozone NAAQS 
is a “vivid illustration” of an “intentional science charade”) . 

1 J See Nicholas A. Ashford et al., A Hard Look at Fcdnal Regulation oj Fcmnaldehyde: 
A Departure from Reasoned Decisionmaking. 7 HARV, EN\TL. L. REV. 297, 31 1 (1983) (not- 
ing that “[s]uch an approach frustrates any effort to measure agency decisions against 
the reasoned decisionmaking standard . 

157 Infra Part II.6-C. 

This is not to say that no consistent set of reasons could have been offered 
to justify EPA's decisions. An agency’s decision making may be reasonable, even if 
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A. Science and EPA s Ad Hoe Policymaking 

EPA’s reliance on science as a rationale made it easier for the 
Agency to claim that it could make ad hoc policy judgments without 
the need to provide a consistent set of principles to guide its NAAQS 
decision making. In the ozone and particulate matter rulemakings, 
EPA explicitly asserted that it could rely on scientific inputs and there- 
fore. did not need to provide any consistent set of policy’ principles to 
explain its decisions. ' 

EPA's revision of Lhe ozone and PM NAAQS began with the 
preparation of a Criteria Document and then a Staff Paper for each 
pollutant. As required by the statute, the Criteria Document provided 
a review of "the latest scientific knowledge” on “all identifiable effects 
on public health or welfare” that may result from ambient levels of a 
pollutant. 18 " As EPA and its amici argued to the Supreme Court, the 
Criteria Document was thus a “descriptive” document that was “lim- 
ited” to scientific information. 161 Although the Staff Paper was in- 
tended to “help bridge the gap between the scientific review con- 
tained in the Criteria Document and the judgments required of the 
Administrator in setting ambient standards.” it too emphasized “con- 
clusions and uncertainties in the available scientific literature” to be 
considered in setting the standards. 162 Neither the Criteria Document 


inadequately reasoned. That said, given the wide disparity in health benefits achieved 
between the ozone and PM decisions, we have our doubts about whether EPA's deci- 
sions across these rulemakings could ever have been adequately justified. Infra Part 

II.D. 

5 See infra notes 164, 188-90, 202-03 and accompanying text (elaborating on the 
Agency’s reluctance to establish a framework for its decision making) . 

42 U.S.C. § 7408(a) (2) (2000); set also supra note 49 and accompanying text 
(discussing the preparation of criteria documents). 

As EPA indicated in its subsequent Supreme Court brief defending its ozone 
and PM standards, section 108(a) (2) “limits the kind of information to be included in 
the ‘criteria’ to ‘the latest scientific knowledge.’” EPA. Supreme Court Respondents 
Brief, supra note 60, at 19. Indeed, the criteria documents are intended to be '‘de- 
scriptive.” Sec Brief for Respondents Massachusetts and New Jersey at 18-19, Whitman 
v. Am. Trucking Ass’ns, 531 U.S. 457 (2001 ) (No. 99-1 426) [hereinafter Massachusetts 
and New Jersey Brief] (citing statements from early criteria documents that such 
documents are ‘descriptive” summaries of '‘scientific knowledge,” and noting that 
Congress ratified this understanding of the purpose and content of the criteria docu- 
ments in the 1970 Clean Air Act); see also S. Rf.P. No. 90-403, at 26-27 (1967) (“Air 
quality criteria are an expression of the scientific knowledge of the relationship be- 
tween various concentrations of pollutants in the air and their adverse effects on man, 
•animals, vegetation, materials, visibility and so on." (citation omitted) ). 

’ Office of Air Quality Planning & Standards. EPA, Review of the 
National Ambient Air Quality Standards for Particulate Matter.- Policy 
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nor the Staff Papers purported to recommend or justify any specific 
regulatory' standard, but instead they identified a range of possible 
standards that the staff believed would protect public health with 
some margin of safety. "’ 

The F.PA Administrator is supposed to select specific standards 
only after considering the information from the Criteria Document 
and Staff Paper, along with public comments that had been filed dur- 
ing the rulemaking process. In explaining the Administrator’s deci- 
sions on ozone and particulate matter, EPA began by making two brief 
and uncontroversial assertions. First, EPA acknowledged briefly in the 
Federal Register that the Administrator's decision was a “policy choice,” 
though one the Agency asserted was “left specifically to the Adminis- 
trator's judgment." lB< This latter language seemed to imply that the 
exercise of the Administrator’s judgment did not need to be ex- 
plained with any meaningful policy justification. Second. EPA reaf- 
firmed statements in the 1977 legislative history of the Clean Air Act 
that the Agency was not required to set a zero-risk standard for a non- 
threshold pollutant. 1 "’ Of course, no major participant in environ- 
mental policymaking has ever seriously argued that a zero-risk stan- 
dard is required, given that a zero-risk standard for a non-threshold 
pollutant would result, at a minimum, in the end of the industrialized 


ASSESSMENT OF SCIENTIFIC .AND TECHNICAL INFORMATION, at 1-1 (1996) [hereinafter 
PM STAFF Paper], available al http://wwW.epa.gov/ ttn/oarpg/ tlsp.htm). 

165 Office of Research and Development, EPA, Am Quality Criteria for 
Ozone and Related Photochemical Oxidants (1996) [hereinafter Criteria Docu- 
ment]: Office of Am Quality Planning & Standards, EPA. Review of National 
Ambient Am Quality Standards for Ozone: Assessment of Scientific and 
Technical Information 213-14 (1996) [hereinafter Ozone Staff Paper) (recom- 


mending a primary eight-hour ozone standard in the range of 0.07 to 0.09 ppm); PM 
STAFF Paper, supra note 162. at Vll-17 (“Staff recommends that the Administrator con- 
sider selecting the level of a new 24-hour PM,, slandard from the range of 20 pg/m to 
approximately 65 pg/m’, and the level of a new annual PM,, slandard from the range 
of 1 2.5 pg/m to approximate!)’ 20 pg/m 1 .”) . 

'* EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,857; EPA, PM Final 
Rule, supra nolt 9, 62 Fed. Reg. at 38,653. 

' E.g., EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,857 (“The Act 
does not require the Administrator to establish a primary NAAQS at a zero^isk level 


but rather at a level that reduces risk sufficiently so as to protect public health with an 
adequate margin of safely."); id. at 38,863 (''[A] zero-risk standard is neither possible 
nor required by the Act."); id. at 38,867 (“Clearly, for pollutants, such as O,, that have 
no discernible thresholds for health effects, no standard can be risk-free."). EPA made 


identical statements in the preamble to the final PM standard. EPA, PM Final Rule, 
supra note 9, 62 Fed. Reg. at 38,653, 38.656. 
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economy as we know it. 1 ' But as we will see, this position has put the 
Agency in an especially difficult, if not impossible, position when it 
comes to providing a consistent justification for its standards. 1 ’ 

What EPA tailed to address in its rulemaking was the critical ques- 
tion of what risk management principle or criterion justified the Ad- 
ministrator’s “policy choice" in selecting nonzero standards along the 
continuum of predicted health risks for ozone and fine PM. 108 In- 
stead, EPA identified only scientific factors to defend its choices, argu- 
ing that risk assessments played a “central role in identifying an 
appropriate level.” 1 ™ In the preamble for the final ozone standard, 
EPA summarized its basis for its decision by identifying the informa- 
tion which it gathered in the rulemaking process: (1) the Criteria 
Document, (2) the Staff Paper, (3) CASAC’s advice, and (4) public 
comments. 1 Of course, a simple bibliography is not the same as a 
meaningful explanation, but more importantly these various sources 
of information do not themselves contain any principled justification 
for the revised standards. As noted earlier, the Criteria Document 
is limited to a description of scientific information, 1,1 and the Staff Pa- 
per was intended to “bridge" the scientific evidence and the Agency’s 
policy determination but did not itself recommend or develop a 


' So, e.g„ Am. Trucking Ass ‘ns v. EPA. 1 75 F.3d 1027, 1038 (D.C. Cir. 19991 ("No 
party here appears to advocate this [zero-risk policy], and EPA appears to show no in- 
clination to adopt it.”); Paul R, Portney, EPA and the Evolution of Federal Regulation, in 
Public Policies for Environmental Protection 11,17 ( Paul R, Portney Sc Robert 
N. Stavins eds., 2000) (“[l]t is impossible to eliminate all traces of environmental pol- 
lution without simultaneously shutting down all economic activity, an outcome which 
neither Congress nor the public would abide.”). 

Infra notes 364-67 and accompanying text 

Cass R. Sunstein, The Cost-Benefit State: The Rtture of Regulatory 
PROTECTION 312 (2002) (“The basic problem is that the agency did not explain, in 
concrete terms, why it chose one level of regulation rather than another,”). For a dis- 
cussion of risk management principles, see infra Part 11 1 A. 

EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg, at 38,863 (citation omitted). 
Later, in a brief defending die PM rule, EPA claimed diat die Agency's full risk assess- 
ment played only a “limited role,” but that the standards “were based primarily on 
EPA's analysis of the epidemiological studies in the record,” also a clearly scientific 
consideration. EPA, 2001 D.C. Car. PM Brief, supra note 68, at 51. 

EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,859. Although we fo- 
cus in this part of the text primarily on the justification EPA offered for its revisions to 
the ozone standard, EPA provided a similar account in its preamble to die final rule 
revising the particulate matter standards. See EPA, PM Final Rule, supra note 9, 62 
Fed. Reg. at 38,655 (“These decisions are based on a thorough review, in the Criteria 
Document, of the latest scientific information on known and potential human healdi 
effects associated ■with exposure to PM at levels typically found in the ambient air.”) . 

Supra notes 49, 1 60 and accompanying text. 
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justification for specific policy determinations. 1 " The Staff Paper ex- 
pressly acknowledged that setting a NAAQS standard was “a policy 
choice left specifically to the Administrator’s judgment.” 1 ' As with die 
staff materials, CASAC’s input was similarly limited, almost by defini- 
tion, to scientific advice. 1 ' 4 Finally, while public comments may raise 
policy arguments in addition to scientific conclusions, they reflect the 
opinions of interested individuals and organizations, not the judg- 
ment of the Administrator. Even though some of these comments 
undoubtedly discussed policy issues and not merely scientific evidence 
of health effects, EPA did not (and could not) rely on these comments 
to offer the justification that the Agency itself is required to provide in 
exercising its governmental authority. 1715 

Based solely on these sources of information contained in the 
rulemaking record, EPA claimed to have determined that a revision to 
its current standards was “appropriate. ’ Once it made this determi- 
nation, EPA needed to decide the specific level at which the revised 
standards should be set. In its final rule, EPA stated that a revised 
ozone primary standard set at 0.08 ppm based on an eight-hour aver- 
age was likewise “appropriate.” 7 ' It offered as its purported “rationale” 


Supra text accompanying note 162. 

1 OZONE £?rAFF Paper, supra note 163, at 3 (citation omitted); id. at 213 (“In 
making recommendations, staff notes that die decision ultimately made by the Admin- 
istrator regarding level of the primary 0 4 NAAQS will be based on a policy judgment as 
to the degree of risk reduction that is necessary to protect public health with an ade- 
quate margin of safety.*). 

Supra note 59 and accompanying text. 

See, e.g., Brief of Amici Curiae Environmental Defense et al. at 21, Whitman v. 
Am. Trucking Ass’ns, 531 U.S. 457 (2001) (No. 99-1426) (“(TJhere is no plausible sce- 
nario under which die requirement that the agency consider comments could modify 
die standards defined in the statute for the setting of the NAAQS.") ; Massachusetts and 
New Jersey Brief, supra note 161, at 34 (describing as “fantastical” the argument that 
“the Administrator must consider anything submitted in die public record as relevant 
to her decision setting the NAAQS" because *[s]uch a process would allow public 
commenters to determine the scope and content of EPA’s obligations in setting die 
NAAQS"). Indeed, there is no indication in die rulemaking record that EPA adopted 
any policy criteria for setting NAAQS suggested by a public commentator. 

176 EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. al 38,859. EPA took a simi- 
lar approach in its final rule on particulate matter: 

Based on the rationale and recommendations contained in the Staff Paper 
and the advice of CASAC, and taking into account public comments, the Ad- 
ministrator concludes that it Is appropriate at this time to rerise the current 
PM standards to increase the public health protection provided against the 
known and potential effects of PM identified in the air quality criteria. 

EPA, PM Final Rule, supn a note 9, 62 Fed. Reg. al 38,666. 

1 EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,859. 
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for this decision die Agency’s “consideration of' health effects infor- 
mation, human exposure, and risk assessments: “[s]pecific conclu- 
sions . . . that, taken together, would be appropriate to protect public 
health with an adequate margin of safety.” 1 1 Of course, it. is far from 
clear what the Agency meant by basing its decision on “consideration 
oP scientific information or, more significandy, what made its judg- 
ment “appropriate.” The Agency was simply begging the question. 

In the preamble to the final ozone rule. EPA stated that CASAC 
recognized that “the selection of specific standards requires that the 
Administrator make public healdi policy judgments in addition to de- 
terminations of a strictly scientific nature.” 1 ' But what did such judg- 
ments entail and what was EPA’s reasoned basis for making diem as it 
did? EPA claimed that its public health policy judgment was “framed 
by” the scientific information and its view that the standards should be 
set at some “appropriate level.” 160 It also stated that its public health 
policy judgment was “informed by” various “key observations and con- 
clusions, ” 16 ’ including the results of various health studies, the types of 
health effects identified in those studies, the levels of human expo- 
sure, the results of EPA’s risk assessment, and the advice from CA- 
SAC. 1 " Again, these types of data are relevant scientific inputs for any 
risk management decision, but even taken together they categorically 
differ from a policy reason that justifies setting risk standards at one 
level rather than another. 1 ’ EPA concluded in its preamble that these 
factors, in particular the fact that no CASAC member endorsed a 
standard below 0.08 ppm, led the Agency to focus on the. alternative 


Id. (emphasis added). The Agency also stated that it examined '‘[alternative 
views of the significance of the effects and factors to be considered in policy judgments 
about the appropriate elements of the standard." Id. (emphasis added). 

EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,863. 

180 u 

m Id 

Id. at 38,863*65. The only type of public health “policy judgments" that EPA 
identified were "the nature and severity of the health effects involved, the size of the 
sensitive population(s) at risk, the types of health information available, and the kind 
and degree of uncertainties that must be addressed." Id. at 38,883. These factors are 
an integral part of characterizing risks, the final step in risk assessment, but they do not 
proride any policy principles that would justify a risk management decision. NAT’L 
Research Council. Science and Judgment in Risk Assessment 27 (1994) (noting 
that such “science-policy" factors “are distinct from die policy choices associated with 
ultimate decision-making" ). 

* See, e.g., LANDY ET AL., supra note JOB. at 56 ( M [T]erms like sensitive group, 
health, 3nd adequate margin of safety are not self-defining. The science of the situa- 
tion could not, by itself, produce a decision.” (emphasis omitted) ). 
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levels of 0.08 ppm and 0.09 ppm. 1 '* The remainder of EPA's explana- 
tion for its selected standar d consisted of a list of factors that simply 
supported the obvious descriptive point that an 0.08 ppm standard 
provides more health protection than does an 0.09 ppm standard. 1H ' 

Other statements that EPA made in the preambles to its final rules 
likewise reflected a reliance on scientific factors to justify its decisions 
and failed to specify any risk management criterion. For example, 
EPA summarized its approach for establishing a “margin of safety” 
(clearly a policy decision) almost entirely in terms of scientific infor- 
mation. According to the Agency, its task was “to select an approach 
diat best takes into account the health effects and other information 
assessed in the air quality criteria for the pollutant in question and to 
apply appropriate and reasoned analysis to ensure that the scientific 
uncertainties are taken into account in an appropriate manner. 
However, this itself is not an explanation of why the Agency arrived at 
its revised standards. No one can deny that die Administrator should 
make an “appropriate” decision, but the Administrator’s underlying 
rationale for these decisions was never stated, nor was any principle 
offered that could explain these decisions as well as similar decisions 
made by any other Administrator in the past or future. The factors 
invoked by EPA speak to how the risk is characterized, not to how that 
risk should be managed. 1 ' 7 After discussing the scientific data and as- 
sociated uncertainties. EPA basically stopped and pronounced the 
standards it had selected, explaining its decisions simply by asserting 
that they were “appropriate.” 

Tire lack of any policy justification was all the more striking be- 
cause the one issue where EPA most clearly should have explained its 
risk management judgment would have been in setting the margin of 
safety. Yet, the Agency failed to articulate any clear or consistent pol- 
icy principles for establishing a margin of safety, instead arguing 


EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,864-65. 

Id. at 38,865, 38,867-68. Of course, this observation is obvious only if ground- 
level ozone provides no countervailing health benefits. See infra notes 312-13 and ac- 
companying text (indicating that there may be potential health benefits of ozone) . 

* EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,883. EPA's preamble 
to the revised particulate matter standard contains virtually the same language. Set 
EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 38.688-89 ("[T]he task of the Admin- 
istrator is to select an approach that best takes into account the nature of the health 
effects . . . and to apply appropriate and reasoned analysis to ensure that scientific un- 
certainties are taken into account in an appropriate manner." ). 

For the distinction between risk characterization and risk management, see stt- 
pra notes 91-95 and accompanying text. 
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against the need to provide a principle at all. The Agency claimed 
that “no generalized paradigm . . . can substitute for the Administra- 
tor’s careful and reasoned assessment of all relevant health factors in 
reaching ... a judgment." 18 * Moreover, because the Agency’s deter- 
mination is “largely judgmental in nature,” it “may not be amenable to 
quantification in terms of what risk is ‘acceptable’ or any other metric . ” lfc9 
EPA even argued that it can change its approach for setting NAAQS 
on a case-by-case basis, slating that “the Administrator is not limited to 
any single approach to determining an adequate margin of safety and, 
in the exercise of her judgment, may choose an integrative approach, 
a two-step approach, or perhaps some other approach, depending on 
the particular circumstances confronting her in a given NAAQS re- 
view.” 1 * In effect, EPA argued that it possessed complete discretion to 
set standards in any way it desired, without the need to offer any con- 
sistent, reasoned explanadon for its decision. 

It is not surprising, then, that EPA has been inconsistent in how it 
sets die margin of safety required by the Clean Air Act. In particular, 
the Agency has shifted its position on whedier the margin of safety 
provision requires the Agency to seL primary standards below the low- 
est probable adverse effects identified by scientific studies. In the re- 
cently revised ozone standard, EPA set the primary standard at 0.08 
ppm, the level at which it claimed that adverse health effects were di- 
rectly observed in clinical studies." 1 In past rulemakings, however, 
EPA has taken the position that the margin of safety requirement 


EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at $8,883; EPA, PM Final 
Rule, supra note 9, 62 Fed. Reg. at 38,688. 

EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,883 (emphasis added); 
EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 38,688 (emphasis added). 

EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 3 8,688; see also EPA, Ozone 
Final Rule, supra note 8, 62 Fed. Reg. at 38,883 (providing an almost identical state- 
ment ) . 

591 See, e.g., EPA, 2001 D.C. Cir, Ozone Brief, supra note 69, at 15 (“[Njew clinical 
studies provided ‘conclusive evidence' that prolonged ozone exposure decreases lung 
[unction and causes respiratory symptoms at ozone concentrations down to 0.08 
ppm.”); EPA. Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,863-64 (noting “clear 
evidence from human clinical studies ... of the following statistically significant re- 
sponses at 6- to 8-hour exposures to the lowest concentration evaluated, 0.08 ppm O., 
at moderate exertion: lung function decrements, respiratory symptoms .... nonspe- 
cific bronchial responsiveness, and biochemical indicators of pulmonary inflamma- 
tion*’ and admitting that these effects in some individuals are “sufficiently severe and 
extended in duration to be considered adverse”); EPA, OZONE RESPONSE TO 
COMMENTS, supra note 136, at 13-14 (“The Agency’s decision ... is that tire Oj primary 
standard should be set with an 8-hour averaging period and at 0.08 ppm, a level at 
which numerous controlled-exposure human studies have reported health effects such 
as lung function decrements, respiratory symptoms, and indicators of inflammation ”). 
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directs the Agency to set the standards below those at which adverse 
health effects are found or expected in sensitive groups, 1 "' EPA had 
earlier argued that “[t]he intent of the margin of safety requirement 
was to direct the Administrator to set air quality standards at. pollution 
levels below those at which adverse health effects have been found or 
might be expected to occur in sensitive groups.” 15 " EPA even ac- 
knowledged before the Supreme Court its view that air quality “stan- 
dards must be ‘preventative or precautionary.’ reflecting an emphasis 
on the ‘predominant value of protection of public health’” 154 and that 
EPA should be sure to “err on the side of caution.” 115 

Accordingly, EPA previously claimed to have set the primary stan- 
dard substantially below the lowest level of demonstrated adverse ef- 
fects in order to ensure an adequate mat gin of safety. For example, in 
tire previous revision of die ozone standard in 1979, EPA concluded 
that “the probable level for adverse effects in sensitive persons ... is 
in the range of 0.15-0.25 ppm.” 1 * Nevertheless, EPA set the standard 
at 0.12 ppm. well below the probable effects level, because, based 
on its statutory interpretation, it was required to make a “[j]udgmeni 
of a standard level belmu the probable effect level that provides an 


See National Ambient Air Quality Standards for Ozone-Final Decision, 58 Fed. 
Reg. 13008, 13,009 (Mar. 9, 1993) ( hereinafter EPA, 1993 Ozone Decision] (“[T]hc 
‘margin of safety* requirement by definition only comes into play where no conclusive 
showing of adverse effects exists" ) ; National Primary and Secondary Ambient Air 
Quality Standards for Lead, 43 Fed. Reg. 46,246, 46,247 (Oct. 5, 1978) (“It is clear 
from section 109 that [EPA] should not attempt to place die standard at a level esti- 
mated to be at tire threshold for adverse health effects but should set the standard at a 
lower level in order to provide a margin of safety.”); see also supra notes 50. 122, 127 
and accompanying text. See generally William F. Pederson, Costs Matter: Effective Air 
Quality Regulation in a Risky World. 20 ST. LOUIS U. PUB. L. REV. 153, 159 (2001 ) ("A 
standard that incorporates a ‘margin of safety’ is one that goes beyond addressing 
provable harms.”). 

Revisions to the National Ambient Air Quality' Standards for Particulate Matter, 
52 Fed. Reg. 24,634, 24,641 (July 1, 1987) [hereinafter EPA, 1987 PM Rule); see also 
Lead Indus, v. EPA, 647 F.2d 1130, 1154 (D.C. Cir. 1980) (remarking that Congress 
“specifically directed the Administrator to allow an adequate margin of safety to pro- 
tect against effects which have not yet been uncovered by research and effects whose 
medical significance is a matter of disagreement”) , 

EPA, Supreme Court Petitioners’ Brief, supm note 57, at 24 (citing Lead Indus., 
647 F,2d at 1 152 (quoting H.R. REP. No. 294. 95th Cong. 49 (1977) ) ). 

1 w Id. (citing Lead Indus.. 647 F.2d at 1 1 55) . 

J ’ T Revisions to the National Ambient Air Quality Standards for Photochemical 
Oxidants, 44 Fed. Reg. 8202. 8216 (Feb. 8, 1979) (hereinafter EPA, 1979 Ozone Rule]. 
EPA explained that it “uses the terminology ‘probable effects level* to refer to the level 
that in its best judgment is most likely to be the adverse health effect threshold con- 
centration.” Id. at 8203. 
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adequate margin of safety.” 1 "’ As EPA subsequently explained its 1979 
decision, it set the ozone standard at 0.12 ppm because of “the possibil- 
ity of adverse effects occurring below 0.15 ppm O v " 1?e When EPA next 
revisited the ozone standard in 1993, it concluded that the controlled 
human studies failed to show any “adverse effects” below 0.15 ppm 
and thus retained the existing ozone NAAQS set significantly below 
that level at 0.12 ppm. VM Likewise. EPA set the annual PM )0 standard 
at 50 pg/m ! in 1987 to provide a “reasonable margin of safety” based 
on evidence showing that long-term degradation in lung function was 
“likely” at 80-90 pg/m' and possible at concentrations above 60 to 65 

, i 3<* 

Pg/m 

Thus, when it came to its recent ozone and PM revisions, EPA 
abandoned its earlier approach. It even argued in court that it was 
not “required to follow any particular paradigm of decision making”” 1 
and that “nothing in tire statute requires [the Administrator] to make 
any specific ‘findings’ or to structure her decision making in any par- 
ticular way.” 202 EPA’s inconsistent application of the margin of safety 
concept, combined witli its assertions that it did not even need to try 
to be consistent, revealed an agency intentionally or unintentionally 
dodging its responsibility to give the public a principled justification 
for its preferred policy outcome. 

B. EPA 's Incoherent Disregard of the Healt h Effects 
from Particulate Matter 

EPA could not help but struggle to apply its preventative notion of 
a margin of safety coherently, given that the Agency predicted that 
adverse health effects would persist at levels below the Agency’s new 


Id. at 821 3 (emphasis added) . EPA further stated: 

[A]t levels in the range of 0.15-0.25 ppm, adverse health effects will almost 
certainly be experienced by significant numbers of sensitive persons. Unless 
the standard is set somewhat below that level, the Agency would not be exer- 
cising the degree of prudence called for by the ‘adequate margin of safety’ 
requirement of the Clean Air Act. 

Id. at 821 7. 

National Ambient Air Quality Standards for Ozone; Proposed Decision, 57 Fed. 
Reg. 35,542, 35,547 (.Aug. 10, 1992) (emphasis added) [hereinafter EPA, 1992 Ozone 
Proposal]. 

EPA, 1993 Ozone Decision, supra note 192, 58 Fed. Reg. at 13,01 1 . 

EPA, 1987 PM Rule, supra note 193. 52 Fed. Reg. at 24.645. 

‘ 1 EPA, D.C. Cir. Ozone Brief, supra note 59, at 29. 

Id. at 43. After losing in the D.C. Circuit, EPA changed its tune in its argument 
to the Supreme Court, claiming that ihe Clean Air Act severely constrained its discre- 
tion. EPA, Supreme Court Reply Brief, supra note 61 , at 8. 
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standards. Although EPA puiported to act to protect the public 
health and err on die side of safety, the Agency actually disregarded a 
range of public health effects in both the ozone and particulate mat- 
ter rulemakings. While the Agency might well have had good cause 
for treating some level of health risk as tolerable, it never provided 
any coherent account for why it turned its back on what were, at times, 
quite substantial health effects/ 0 ’ 

hi its rulemaking on particulate matter, EPA set two standards for 
fine PM — an annual standard set at 15 pg/ni and a daily (i.e., twenty- 
four-hour average) standard set at 65 pg/m' (after initially proposing 
a daily standard of 50 pg/m , ). 5< '* The daily standard effectively acts as 
a constraint on the variation around the average annual level of fine 
PM in any given ar ea, and in this way provides its own health protec- 
tion/' 0 Assuming the validity of EPA’s interpretation of the scientific 
data on the health effects of fine PM/* EPA could have saved hun- 
dreds, if not thousands, of additional lives per year by setting a more 
stringent daily standard than the one it did/' Indeed, some public 
health advocacy groups claimed that EPA's PM standard left tens of 
millions of Americans at risk for serious health effects. 


As noted in one recent review of the PM standard: 

[0]ne must recognize the arbitrariness of the limits set by LJ.S. EPA. There is 
little, genuine, data-based or risk-based justification for the specific values 
chosen by the Agency: one might as easily have set a PM J? annual standard set 
at cither 10 or 20 pg/m*, rather than the 15 pg/m* chosen. 

Laura C, Green et al., What s Wwng with the National Ambient Air Quality Standard 
(NAAQS) for Fine Paniculate Mattel ( PM 2> )1, 35 REG. TOXICOLOGY Sc PHARMACOLOGY 
327, 334 (2002). 

4 EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 38,679. 

The annual standard could be met by averaging together periods of higher 
concentrations with periods during which wind or climate patterns, or fluctuations in 
industrial or transportation activity, significantly reduced the concentration of air pol- 
lutants. The daily standard therefore creates an upper bound on those periods of 
higher concentration. 

We assume the validity of EPA’s risk assessment only for the purpose of our dis- 
cussion here. Marry commentators disagreed with EPA's conclusion that the available 
data sufficiently demonstrated mortality health risks from PM t5 , leading them to advo- 
cate less stringent standards than those ultimately adopted by EPA. In the words of 
EPA’s GASAC Chairman, “(i]f all of the [GASAC] panel members were convinced that 
the reported PM,*/ mortality relationship was causal, I believe we would have come to 
consensus on PM standards at the low end of the EPA’s recommended range.” George 
T. Wolff, In Response to the PM Debate, REGULATION, Winter 1997, at 9; see also Green et 
al. f sujtra note 203, at 327 (summarizing concerns with EPA’s fine PM analysis). 

See infra notes 21 2, 21 4 and accompanying text. 

The American Lung Association, for example, advocated a 24-hour standard 
set at 18 pg/m*, claiming that EPA’s proposed standard set at 50 pg/m* would fail to 
protect die health of 89 million people. See ALA Calls for Tighter Fine PM Standard, 
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EPA's risk assessment document reported the Agency's estimates 
of the consequences of alternative standards for fine PM in two cities: 
Philadelphia and Los Angeles. In Philadelphia, EPA estimated that 
the incidence of mortality associated with short-term exposure to fine 
PM would be reduced by 60 deaths per year, from 370 deaths per year 
under the existing standards to 310 deaths per year under EPA's new 
fine PM standard set at 15 pg/m’ J annually, 65 pg/ra' daily. 510 Yet if 
EPA had reduced the daily standard even further to 25 pg/m', with- 
out changing the annual standard, premature mortality from short- 
term exposure would have been reduced to 110 deaths per year, or 
a reduction of 200 deaths per year above and beyond the 60 lives 
predicted to be saved by the standard EPA adopted. 511 For mortality 
from long term exposure to fine PM in Philadelphia, EPA’s new stan- 
dard would reduce mortality from 920 deaths per year under the ex- 
isting standards to 660 deaths per year, for a net reduction of 260 
deaths per year. 515 Had the Agency's sole focus been on protecting 
the public health, presumably it should have adopted the more strin- 
gent alternative standard it considered, namely a standard set at 15 


Says EPA Proposal Leaves Millions at Risk, Env't Rep. (BNA), Jan. 14, 1997, at A-6. A 
more stringent annual PM standard would also likely result in additional health pro- 
tection, but EPA did not evaluate a more stringent alternative than the 15 pg/m’ stan- 
dard it ultimately adopted. EPA. PM Final Rule, supra note 9. <52 Fed. Reg. at 
88,676 (admitting that “the possibility of effects at lower annual concentrations cannot 
be excluded"). 

In the rulemaking, EPA claimed dial it relied on die risk assessment “as an aid 
to the Administrator in judging which alternative PM NAAQS would reduce risks sufG- 
ciently to protect public health with an adequate margin of safety ..." EPA, PM Final 
Rule, supra note 9, 62 Fed. Reg. at 38,656. While acknowledging uncertainty in the 
quantitative estimates of healdi effects in die two-city stud) 1 , EPA stated dial “they do 
represent reasonable estimates as to die possible extent of risk for these effects given 
the available information." Id. Moreover, die Agency relied on its risk assessment to 
argue that “the risk remaining after attaining the current PM,,, standards was on the 
order of hundreds of premature deadis each year, hundreds to diousands of respira- 
tory-related hospital admissions, and tens of thousands of additional respiratory related 
symptoms in children." Id. Subsequendy, in litigation, EPA emphasized dial die 
Agency's risk assessment played only a “limited role” in EPA’s decision making. EPA, 
2001 D.C. Cir. PM Brief, supra note 68, at 51 . 

1 PM STAFF Paper, supra note 1 62, at Vl-49. 

U ‘ Id 

Id. EPA later revised its esdmates of die mortality effects from long term expo- 
sure “to reflect the acnial stadsdes used in die study upon which they were based," not- 
ing di3t diesr revisions "cumuladvely reduce estimates of mortality associated with 
long-term exposures by 20 to 35%." EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 
88,656. The Agency stated that diese revisions had “no effect on risk esdmates for 
mortality associated with short-teim exposures or the estimates for anv other effects." 
Id . 




268 


2004] LIMITS OF SCIENCE IN SETTINC RISK STANDARDS 1303 


gg/nf annually and 25 gg/m' daily. This more stringent standard 
would have reduced mortality in a city of this size to zero, securing an 
additional reduction of 660 deaths per year.'*’ 

In total, the standard that EPA adopted was expected to reduce 
mortality in Philadelphia by 320 deaths per year, while the more strin- 
gent alternative rejected by EPA would have resulted in an additional 
reduction in overall mortality of 860 deaths per year, or over two and 
a half times the mortality benefits than EPA’s chosen standard. Simi- 
larly, EPA’s risk assessment indicated that, in Los Angeles the Agency 
could have prevented an additional 1080 deaths annually by adopting 
a more stringent standard. If EPA could claim it needed to revise its 
PM standard to prevent 1620 premature deaths per year in Los Ange- 
les (as the Agency predicted it would achieve under the less stringent 
standard), it is hard to understand why tire Agency saw no need to 
lower the standard still further to prevent an additional 1080 prema- 
ture deaths each year in Los Angeles (or an annual total of 2700 pre- 
mature deaths avoided under the more stringent alternative). 511 

In both Philadelphia and Los Angeles, the marginal reductions in 
nonmortality effects (such as respiratoiy and cardiac health effects) 
associated with the more stringent alternative were greater than Lite 
selected standard for every health endpoint evaluated by EPA.'"’ 
EPA’s own analysis showed that the Agency could have achieved sub- 
stantially greater health benefits by further reducing the twenty-four- 
hour fine PM standard from the 65 pg/m standard selected by EPA to 
the more stringent 25 pg/m' daily alternative. In As EPA's PM Staff 


EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 38,656. Even if these mortal- 
ity effects are overstated by twenty to thirty-five percent (as the Agency has subse- 
quently claimed) . this would still mean preventing 430 to 530 cases of premature mor- 
tality. 

114 PM STAFF Paper, supra note 162, at VI-51 . EPA explained that the greater abso- 
lute and relative differences between Los Angeles and Philadelphia are based largely 
on differences in current air quality levels: "As expected, die estimated health risk re- 
ductions are larger for Los Angeles County dian Philadelpliia County due to the 
higher PM air quality levels associated with meeting die current PM, 0 standatds (i.e.. 
baseline air quality in Philadelphia is below the level required to meet the current 
standards) .” Id. at VI-54. 

215 Id. at VI-49, -51. 

As the EPA PM Staff Paper stated: 

Based on the limited risk analyses for two example cities, using base case as- 
sumptions, a 24-hour PM^ standard of 25 pg/m’ is estimated to reduce PM- 
i elated risks associated with short-term exposures for the effects considered by 
roughly 70#.- 85%, relative to risks associated with attaining the current stan- 
dards. Alternatively, at a 24-hour PM,, level of 65 pg/m . risks are estimated 
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Paper concluded, “rough estimates of incidences are appreciably lower, 

but not eliminated in going from a PM„, standard of 65 to 25 
, * .so 
V'g/m • 

What stopped EPA from further tightening its daily fine PM stan- 
dard to the more stringent level and thereby saving thousands of addi- 
tional lives? Tire answer certainly cannot be based exclusively on a 
concern for protecting the public from health risks. The record 
demonstrated that, according to EPA's interpretation of the data, sta- 
tistically significant increases in premature mortality and significant 
morbidity effects occurred at levels far below EPA’s selected twenty- 
four-hour standard of 65 pg/m' for fine PM. As EPA’s own PM Staff 
Paper acknowledged, “[e]pidemiological studies reporting stadstically 
significant associations were conducted in areas in which the mean 
twenty-four-hour PM,, concentrations ranged from approximately 16 
to SO pg/m' for mortality studies, with hospital admissions and respi- 
ratory symptoms studies falling within this range.” 218 The Staff Paper 
continued by noting that “[sjeveral epidemiological studies reporting 
statistically significant effects include ranges of air quality that may 
approach estimates of background levels in some locations.'"’’ It also 
stated that “mortality studies show significant associations even when 
the observed means of twenty-four-hour PM,,, concentrations in each 
of die study locations are approximately at or below 20 pg/m'.”*® 
Furthermore, the EPA Staff Paper noted that the results from the 
Agency’s quantitative risk assessment “suggest a pattern of a contin- 
uum of decreasing risk with lower levels of alternative PM,, standards, 
extending over and likely below the range of 65 to 25 pg/m’ PM S , in- 
cluded in the risk analyses." 2 ' 1 EPA, in defending its selection of its fi- 
nal daily fine PM standards set at 65 pg/m’, observed that short-term 
exposures appeared to offer the most compelling evidence of a health 
problem’ 1 and agreed with the Staff Paper that short-term exposures 


to be reduced by roughly 10% and 40% for the Philadelphia and Los Angeles 
study areas, respectively. 

Id. at VI 1-28. 

Id. at VI 1-29 (emphasis added). 

Id. at V1I-26. 
a ' Id. at VH-80. 

™ Id. 

Id. at VII-28. 

EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at $8,676 (“In accordance with 
EPA staff and CASAC views on the relative strengths of the epidemiological studies, the 
Administrator has placed greater emphasis on the short-term exposure studies in se- 
lecting the level of the annual standard ”). 
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in the range of 16-21 pg/m 5 resulted in statistically significant health 
effects.® 

EPA made an attempt to justify its decision not to set a more strin- 
gent twenty-four-hour fine PM standard. Tire Agency argued that “die 
risk associated with infrequent peak 24-hour exposures in otherwise 
clean areas [that is, those meeting the annual standard] is not well 
enough understood at this time to provide a basis for selecting the 
more restrictive levels. . . [below] 65 pg/m ! .”' s< This claim, though, is 
inconsistent with other EPA conclusions. EPA’s own analysis indi- 
cated that it was not merely occasional “peak" concentrations that pre- 
sumably should have been of concern under a 24-hour standard, but 
more frequent days with below-peak concentrations as well. EPA’s ex- 
amination of the available health data concluded that “most of the ag- 
gregate risk associated with short-term exposures likely results from 
the large number of days during which the 24-hour average concen- 
trations are in the low- to-mid-range, below peak 24-hour concentra- 
tions.” 2 ® Moreover, if residual levels of fine PM remaining under 
EPA's new standard would still result in hundreds, if not thousands, of 
additional premature deaths, it is hard to see how EPA could properly 
claim that areas meeting the annual standard were “otherwise clean" 
and that there was no basis for adopting the lower standard.” 2 ' 


Id. 

Id. at 38,677. EPA 3 I 50 argued that an annual standard can “provide the requi- 
site reduction in risk associated with both annual and 24-hour averaging times in most 
areas of the United States” and that a 24-hour standard “would be intended to provide 
supplemental protection against extreme peak fine particle levels that may occur in 
some localized situations or in areas with distinct variations in seasonal fine particle 
levels.” Id. at 38,674. Yet, as the textual discussion suggests, EPA’s own analysis showed 
that major reductions in premature mortality would be achieved with a more stringent 
24 -hour standard than that which was adopted by EPA, even under EPA's selected an- 
nual standard. 

National Ambient Air Quality Standards for Particulate Matter; Proposed Deci- 
sion, 61 Fed. Reg. 65,638, 65,652 (Dec. 13, 1996). 

Even after a few rounds of litigation, EPA apparently still could not explain why 
it was acceptable, as a policy matter, to turn its back on the remaining mortalities it 
predicted under the PM levels allowed under the revised standards. EPA responded to 
arguments that it should have adopted more stringent PM standards by noting that it 
revised its risk assessment in a way that “resulted in a substantial reduction in the num- 
ber of deadis predicted" from exp:*sure to levels permitted under the standard. EPA, 
2001 D.C. Cir . PM Brief, supra note 68, at 54. Acknowledging that even under the re- 
vised risk assessment the “values of estimated risk are not zero” (that is, the Agency 
predicted premature deadis under die new standard), the Agency simply dismissed its 
own risk assessment as “not sufficiently reliable.” Id. Without saying anything more. 
EPA dien retreated to its science-based rhetoric claiming that it based its new PM stan- 
dards on the “analysis of the epidemiological studies themselves.” Id. 
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Science by itself certainly could not explain why EPA did not 
adopt a more stringent daily standard for fine PM, nor could a pre- 
catttionary approach based solely on a concern for avoiding significant 
health effects. After all, the scientific analysis relied upon by EPA in- 
dicated that the Agency could have reduced both mortality and mor- 
bidity effects still further than it did. EPA’s action was inconsistent 
with its frequently recited position that it must "err on the side of cau- 
tion" by setting a margin of safety that will protect against “not just 
known adverse effects, but those of scientific uncertainty or that ‘re- 
search has not yet uncovered.”"' 7 EPA’s own analysis, which tire 
Agency used to defend its decision to tighten the PM standard, pre- 
dicted that at least hundreds of cases of premature mortality nation- 
wide would result from fine PM exposure even if all regions in the 
coun try were to meet EPA’s new standards.”” 

Throughout the PM rulemaking, EPA invoked uncertainty as a 
wild card in an effort to defend its regulatory decisions. The Agency 
dismissed the sometimes large uncertainties in the estimates it used to 
support its regulatory actions, but it then cited uncertainty as a barrier 
to adopting regulations that it was not otherwise inclined to adopt. 
For example, EPA relied on results from "key” epidemiology studies 
showing significant mortality risks from fine PM, but did so only for 
the results at concentrations at and above the standard level EPA se- 
lected, dismissing similar results for lower concentrations in the same 
studies as loo uncertain to support the standards."' Yet the underly- 
ing studies reported no distinctions between Lhe concentration ranges 
in terms of magnitude of effect, statistical significance, or methodo- 
logical approach. For EPA, it was as if the same studies could be 


EPA, D.C. Car. PM Brief, supra note 56, at 49 (quoting Lead Indus, v. EPA, 647 
F.2d 1 130, 1153 (1980)). 

See Sunstein, supra note 18, at 329-30 (asserting that EPA’s own figures sug- 
gested tliat more deaths could be prevented by more stringent regulations): see also 
Pierce, supra note 18, at 74 (“Even if every area of the country were in compliance with 
tiie new primary standards the court struck down in ATA, the best scientific evidence 
available suggests tliat ozone and particulates would continue to kill several thousand 
people per year.’*). 

See EPA, PM Final Rule, supra note 9, 62 Fed. Reg. 3t 38,675 (“While placing 
substantial weight on the results of the key health studies in die higher range of con- 
centrations observed, EPA is persuaded that the inherent scientific uncertainties are 
too great to support standards based on the lowest concentrations measured in such 
studies 

See, e.g. s Douglas W. Dockery et aJ., An Association Between An Pollution and Mar- 
Udity in Six U.S. Cities, 329 NRWEng.J. MED. 1/53. 1753 (1993) (concluding that "these 
results suggest tliat fine-particulate air pollution, or a more complex pollution mixture 
associated with fine particulate matter, contributes to excess mortality in certain U.S. 
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reliable or unreliable depending simply on what was more expedient 
for the Agency.' ' The uncertainty inherent in setting air quality stan- 
dards — and any other risk standards — creates the potential for oppor- 
tunism by any agency that decides to engage in post hoc rationaliza- 
tion of its decisions. Without a principled basis explaining how it 
treats uncertainty, EPA's claim that uncertainty prevented it from tak- 
ing action to lower the PM standard only further served to illustrate 
the kind of unbounded discretion that the Agency effectively claimed 
for itself." 15 


cities’*) ; Jod Schwartz et al., Acute Effects of Summer An Pollution cm Respiratory Symptom 
Reporting in Children. 150 AM. J. RESPIRATORY 8c CRITICAL CARE M&D. 1234, 1240-11 
(1994) (discussing study results that did not indicate that concentration ranges ah 
fected die results); Joel Schwartz et ai., Is Daily Mortality Associated Specifically with Fine 
Particles ?, 46 J. AIR 8c WASTE MGMT. ASS’N 927 (1996). These studies found that each 
10 |ig/m s elevation in fine PM levels was associated widi a significant (six to four per- 
cent, depending on the study) increase in all-cause mortality, with no apparent thresh- 
old. See generally Kemiedi A. Colburn 8c Philip R.S. Johnson, Air Pollution Concerns Not 
Changed by SPLUS Flaw, 299 SCIENCE 665, 665-66 (2003) (summarizing studies relied 
on by EPA). Subsequent to EPA’s rulemaking, one of the authors upon whom EPA 
relied published an analysis showing that the mortality effects from Fine PM decreased 
in 3 linear fashion over the range from 35 to 0 pg/m , supporting the existence of sig- 
nificant mortality 3t levels permitted by the new standard selected by EPA. Joel 
Schwartz et al. t The Concentration-Response Relation Between PM i3 and Daily Deaths, 110 
Enytl. Health Persp. 1025 (2002). 

EPA’s treatment of statistical significance has also, on occasion, appeared to be 
opportunistic. In the PM rulemaking, EPA claimed to have placed “greatest weight on 
those studies that were dearly statistically significant . . ." EPA, PM Final Rule, supra 
note 9, 62 Fed. Reg. at 38,676; see also EPA, 2001 D.C. Cir. PM Brief, supra note 68, 62 
Fed. Reg. at 49 (arguing dial “EPA’s conclusion [on an annual standard] Is supported 
by the fact that epidemiological studies performed in areas with annual mean concen- 
trations below 15.7 pg/m* did not find a statistically significant relationship between 
daily fine partide concentration and adverse health effects'*). Yet, in 1992, when EPA 
set the ozone standard at 0.12 ppm. the “key study 1 * on which EPA relied to find an 
"adverse effect” at 0.15 ppm did not contain statistically significant findings. See EPA, 
1992 Ozone Proposal, rupra note 198, 57 Fed. Reg. at 35,546 ("The key study ... by 
DeLucia and Adams (1977) . . . reported symptoms of discomfort and small but statis- 
tically-nonsignificant lung function decrements ... at concentrations as low as 0.15 
ppm O v ”); EPA, 1979 Ozone Rule, supra note 196, 44 Fed. Reg. at 8207 (“EPA ac- 
knowledges that Delucia and Adams failed to demonstrate any statistically significant 
decrements in pulmonary function resulting from exposure to 0.15 ppm for one 
hour.” ) . 

As die D.C. Circuit stated, "the increasing-uncertainty argument is helpful only 
if some principle reveals how much uncertainty is too much.” Am. Trucking Ass’ns v. 
EPA, 175 F.3d 1027, 1036 (D.C, Cir. 1999). For a review of systematic ways to account 
for uncertainty in regulatory decision making, see GRANGER MORGAN 8c M. HENRI ON, 
UNCERTAINTY: A GUIDE TO DEALING WITH UNCERTAINTY IN RISK AND POLICY ANALYSIS 
(1990); Jonathan P. Caulkins, Using Models that Incorporate Uncertainty, 21 J. POL’Y 
ANALYSIS 8 c MGMT. 486 (2002) (discussing models used in policy analyses and ways of 
addressing the inherent, uncertainty that comes with using them). 
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C. EPA 's Incoherent Disregard of the Health Effects from Ozone 

EPA's decision making in the ozone rulemaking resulted in still 
more incoherence. Even though the Agency claimed to set its stan- 
dards based on a precautionary approach to protecting the public 
health, 38 EPA nevertheless disregarded a range of adverse health ef- 
fects and failed to provide an adequate explanation for why one level 
of risk was acceptable while anodier level was not. Indeed, over the 
course of the ozone rulemaking, EPA actually shifted the level of re- 
maining risk it found acceptable. 

When EPA proposed its new eight-hour, 0.08 ppm standard in 
1996, it did so knowing that the new standard still would leave the 
public exposed to risk. According to EPA's risk estimates at the time, 
the proposed standard still would result in 1 million occurrences of 
moderate decreases in lung function and 74,000 cases of moderate-to- 
severe cough in outdoor children.* 4 Presumably EPA viewed this re- 
sidual risk as acceptable, as it did not propose the still lower option of 
0.07 ppm. As it turned out, by the time EPA issued its final standard 
in 1997. its risk estimates had changed and the level of risk under the 
old standard, the one EPA tightened, was actually lower than what it 
had previously predicted would remain under the proposed 0.08 ppm 
standard. " According to EPA's revised risk assessment, the old stan- 
dard resulted in only 931,000 cases of moderate decreases in lung 
function and 58,000 cases of modenate-to-sevei e cough.'" If 1 mil- 
lion cases of decreased lung function could be tolerated by EPA in its 


In defending its decision to lower die standard to 0,08 ppm, EPA argued in 
court that U EPA must ‘err on die side of caution’ to protect public health with an ade- 
quate margin of safety” and, therefore, that the Agency “considered suspected, but. not 
yet demonstrated, chronic effects.” EPA, 2001 D.C. Cir. Ozone Brief, supra note 69. at 
27 (quoting Lead Indus, v. EPA, 647 F.2d 1130, 1 153 (1980)). 

sv * Memorandum from Harvey M. Richmond, Risk and Exposure Assessment 
Group, to Karen Martin, Group Leader, Health Effects and Standards Group 10 tbl.3 
(Feb. 11, 1997) (on file with audior). 

The only relevant change in the Agency’s risk assessment from the proposed 
rule to the final rule came from “several technical changes” that were “based on in- 
sights gained fr om the initial analyses." EPA, Ozone Final Rule, supra note 8, 62 Fed. 
Reg. at 38,861. 

Memorandum from Harvey M. Richmond, supra note 234, at 10 tbl.3. For the 
two other health endpoints EPA evaluated (decreased lung function at a greater 
forced expiratory volume and moderate-to-severe chest pain), the 0.08 ppm standard 
resulted in only a somewhat lower number of occurrences than die 0,12 ppm standard. 
In considering all four endpoints together, die combined residual health effects for 
the 0.1 2 ppm standard, which EPA found unacceptable in response to its final risk as- 
sessment, were not clearly higher dian die residual effects under the proposed 0.08 
ppm standard, which EPA found acceptable after its initial risk assessment Id 
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proposed rule, why in the final rulemaking did it. need to revise the 
old standard that resulted in only 931,000 similar cases? If 74,000 
cases of cough were acceptable in the proposed rule, why were 58,000 
cases of cough not acceptable in the final Rile? The Agency offered 
no explanation. 

In a brief filed in the D.C. Circuit in 1998, EPA essentially admit- 
ted that it had shifted its position on the level of acceptable risk, but it 
argued that this was irrelevant because “[l]he relative differences are 
of greater import than the absolute numbers for purposes of compar- 
ing alternative standards."'' In effect, EPA’s brief acknowledged that 
agency decision makers had simply made up their minds to adopt a 
lower standard, rather than establish any particular level of acceptable 
health protection. Such an approach is inconsistent with the conven- 
tional understanding of the Clean Air Act, which calls for setting a 
standard that protects the public health with an adequate margin of 
safety, rather than setting a standard that is simply more stringent 
than the existing standard — a point EPA has acknowledged in other 
contexts. 

More significantly, EPA failed to provide any adequate explana- 
tion for why it turned its back on harms that some citizens would con- 
tinue to suffer even under the Agency's new standards. EPA's own 
findings indicated that further reduction of the ozone standard from 
0.08 ppm to 0.07 ppm would have provided additional incremental 
health benefits that, in at least some cases, were even more substantia) 
than the benefits of the 0.08 ppm standard lhai EPA selected. In its 
Rtlemaking, EPA did not directly dispute those commentators “who 
argue [d] that similarly large improvements in public health protec- 
don would result from a standard set at 0.07 ppm as compared to the 
proposed standard, such dial, based on the same reasoning, the evi- 
dence warrants a standard set at 0.07 ppm."'* For example, EPA es- 
timated that the incremental risk reduction to children would be 
greater if an 0.07 ppm standard was adopted: 


EPA, D.C. Cir. Ozone Brief, supra note 59, at 37 n.34. 

EPA rejected industry’s argument that die implementation of the current 
ozone standard would have resulted in cleaner air, stating that such a factor “is irrele- 
vant to die Issue here, i,e. r what the level should be to protect public health with an 
adequate margin of safety.” EPA, D.C. Cir. Ozone Brief, supra note 59, at 48; set also 
EPA, 1987 PM Rule, supra note 193, 52 Fed. Reg. at 24,652 (“The overriding consid- 
eration in selecting a .standard is how well it protects public health, not its relative 
stringency as compared to the previous standard.”). 

EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,868. 
hi 


?4U 
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IT) lie median percent of outdoor children estimated to experience FEV, 
decrements greater than 15 percent Is reduced from about 7.7 percent 
for a 0.09 ppm, 8-hr standard to about 6.8 percent for a 0.08 ppm, 8-hr 
standard. Attaining a 0.07 ppm, 8-1 1 1 standard results in a further reduc- 
tion to about 3.0 percent of outdoor children estimated to experience 
this effect.’ 11 

In other words, EPA's own 0.08 ppm standard would reduce the 
median percentage of children experiencing lung function decre- 
ments by less than 1% (0.9%) relative to an 0.09 ppm standard (which 
is roughly equivalent to the preexisting one-hour, 0.12 ppm, stan- 
dard)/ ' In contrast, an 0.07 ppm standard would reduce this same 
health endpoint by an additional 3.8% or would provide more than 
four limes the health benefits of the 0.08 ppm standard. If reducing 
this endpoint by 0.9% is “requisite to protect the public health,”** 5 
then consistency should have dictated that reducing the same end- 
point by 3.8% would also be “requisite.” 

EPA’s attempt to justify its decision to reject the lower 0.07 
ppm standard marked a departure front the past interpretations that 
EPA and the courts had given to section 109 of the Clean Air Act. 
NAAQS traditionally have been understood not only to protect 
healthy persons, but also to protect the health of sensitive sub- 
groups/** EPA identified several ozone sensitive groups, including 
children playing outdoors on hot summer days and children suffering 
from asthma and other respiratory illnesses. Moreover, even among 
healthy individuals, there is substantial variability in the response to 


OZONE Staff Paper, supra note 163, at 203. FEV, refers to “forced expiratory 
volume," which is the volume of air that can be expired in one second by a subject and 
a frequently used measure of lung function. In the proposed rule, EPA states that the 
0.08 ppm standard will reduce die median percent of outdoor children experiencing 
15% FEV, decrements to 5.1%, rather than the 6.8%. figure cited in the Staff Paper, 
while the figures for the 0.09 and 0.07 ppm standards remain the same in the two 
documents (7.7% and 3.0%, respectively). National Ambient Air Quality Standards for 
Ozone, 61 Fed. Reg. 65,716, 65,725 (Proposed Dec. 13, 1996) (to be codified at 40 
C.F.R. pt. 50) [hereinafter EPA, Ozone Proposed Rule], No explanation is given by 
EPA for this discrepancy. Even if die figure cited in die proposed rule is the correct 
one, it means that die benefit of reducing die standard horn 0.09 ppm to 0.08 ppm is a 
2.6% (7.7% minus 5.1 %) reduction in children with such lung decrements, whereas to 
reduce the standard to 0.07 ppm would produce a further 2.1% (5.1% minus 3.0%) 
reduction in this health effect. Id. EPA would be hard-pressed to justify why a 2.6% 
percent reduction in this health effect is important while a further 2.1% reduction is 
not, and EPA did not attempt to provide any such justification. 

‘ 4 EPA. Ozone Final Rule, supra note 8. 62 Fed, Reg. at 38,858. 

42 U.S.C. § 7409(b)(1) (2000). 

JU Supra notes 193-97 and accompanying text. 
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ozone.' 15 The existence of susceptible subgroups and the variability of 
responses makes it impossible to identify an ozone exposure level at 
which no significant adverse health effects would ever occur. 

EPA purported to justify' its selection of an 0.08 ppm ozone stan- 
dard based on its claim that “an estimated 40-65% more children 
would experience health effects that could limit their activity and in 
some cases require medical treatment” at an 0.09 ppm ozone stan- 
dard.^ Tlie Agency noted that “ [t] hese effects would occur an esti- 
mated 70-120% more times per year — a significant consideration 
given concerns about repeated exposures.” 847 EPA relied on scientific 
evidence showing that under the 0.09 ppm standard (which approxi- 
mated the preexisting standard) an estimated 41,000 children in the 
nine cities studied would suffer moderate-to-severe pain upon deep 
breathing at least once per year.' 4 ' The Agency estimated a reduction 
in this number to 27,000 children under the 0.08 standard it se- 
lected." 8 However, at the 0.07 ppm standard rejected by EPA, only 
about 9000 children would experience moderate or severe pain from 
breathing. 890 EPA's estimates were similar for lar ge decreases in lung 
function (i.e., decreases of at least 20%). At the 0.09 ppm level, 
97,000 children in the nine cities studied would suffer these large de- 
creases in lung function, while only 58,000 cases were predicted at the 
0.08 ppm level chosen by EPA.' 51 Yet, at die rejected 0.07 ppm level, 


E.g.< EPA, D.C.. Cir. Ozone Brief, supra note 59, at 15-16 (“( Approximately 5- 
20% of healthy individuals appear to be unusually sensitive to ozone. For these ‘hyper- 
responders.’ even low ozone exposures may trigger responses that interfere with nor- 
mal activity." (citations omitted) ); CRITERIA DOCUMENT, supra note 163, at 9-4 ("There 
is a large range of physiological responses among humans, with at least a 10-fold dif- 
ference between the most and least responsive individuals.'’); OZONE STAFF PAPER, su- 
pra note 163, at 69 CfTJhere is wide variability in the severity of response to O. among 
both healthy individuals and those with impaired respiratory systems."). 

EPA. D.C. Cir. Ozone Brief, supmnotc 59, at 23 (citing Ozone Final Rule, supra 
note 8, 62 Fed. Reg. at 38865, 388*58) . 

84 Id. at 23-24 (citation omitted). 

' 4c EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,865; EPA, Ozone Pro- 
posed Rule, supra note 241 , 61 Fed. Reg. at 65,725; see also Brief of Amici Curiae Sena- 
tor Orrin Hatch and Representative Tom Bliley in Support of Respondents at 28-29, 
Browner v. Am. Trucking Ass’ns, 531 U.S. 457 (2001) (No. 99-1257) (citing this evi- 
dence to exemplify EPA’s arbitrary line drawing). 

4 EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. 3t 38,865. 

EPA. Ozone Proposed Rule, supra note 241. 61 Fed. Reg. at 65,725 ibl.l (0.3% 
of 3.1 million outdoor children in the nine urban areas). 

' J EPA, Ozone Final Rule, supra note 8. 62 Fed. Reg. at 38,865. 
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only about 12,000 children would suffer similar effects."' EPA never 
offered the public any reason for why it believed it needed to lower 
the standard to protect 14,000 children from moderate-to-severe pain 
from breathing but at the same time it could reject an even lower 
standard that would have protected still 18,000 more children from 
die same effects. Nor did it explain why protecting an additional 
30,000 children from decreases in lung function justified lowering the 
standard but protecting still 46,000 more children did not. 

As the Agency proceeded through several rounds of litigation over 
the ozone revisions, a purported explanation for EPA’s choice of an 
0.08 ppm standard did appear to emerge. In die initial round of re- 
view, a panel of the Court of Appeals for the District of Columbia held 
that EPA failed to articulate an “intelligible principle" to constrain its 
discretion. 1 ” Dissenting from that panel’s holding, Judge David Tatel 
articulated a science-based argument that EPA would refine and ad- 
vance in subsequent rounds of litigation.' 54 He argued that the scien- 
tific evidence and advice on ozone did indeed provide a clear basis for 
EPA’s choice of a new NAAQS standard. Judge Tatel argued that “dif- 
ferent types of health effects [are] observed above and below [0] .08 
ppm,” the level selected by EPA."' Specifically, he opined that the 
health effects below 0.08 ppm were qualitatively different in that they 
were “transient and reversible.”*" He also claimed that the scientific 
evidence indicated that normal background levels of ozone sometimes 
occur at 0.07 ppm but not at 0.08 ppm. 3 ‘ 

In petitioning the D.C. Circuit for a rehearing and advancing ar- 
guments on further appeal, EPA resurrected Judge TateL’s arguments 


EPA. Ozone Proposed Rule, supmnotc 241, 61 Fed. Reg. at 65,125 tbl. 1 (0.4% 
of 3.1 million outdoor children in die nine urban areas). 

Am. Trucking Ass "ns v. EPA, 175 F.3d. 1027, 1034 (D.C. Car. 1999), ajfd tn part 
and reu’d m part sub nam. Whitman v. Am. Trucking Ass’ns, 531 U.S. 457 (2001 ) The 
court stated that “EPA’s explanations for its decisions amount, to assertions that a less 
stringent standard would allow the relevant pollutant to inflict a greater quantum of 
harm on public health, and diat a more stringent standard would result in less harm,’ 4 
and fails to set a specific “requisite” pollution level to “protect die public health.” Id. at 
1035. 

Id. at 1057-62 (Tatel, J., dissenting); sec Pierce, supra note 16, at 75 (Judge 
Tatel’s “dissenting opinion in A TA . . , contains a tipi cal symptom of the science cha- 
rade,") . 

2 ' J Am. Trucking, , 1 75 F.3d at 1059 (Tatel, J., dissenting). 

Id. 

Id. al. 1059-60. Not surprisingly, Judge TateJ accepted these same arguments in 
the final round of litigation, authoring the panel opinion that upheld EPA’s actions 
under the “arbitrary and capricious” standard of review. Am. Trucking Ass’ns v. EPA. 
283 F.3d 355, 358 (D.C. Or. 2002). 
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in defending its air quality standards. EPA came lo argue that it 
“sets primary NAAQS at levels that provide protection from medically 
significant risks and not at levels that protect against any and all risks, 
or any and all effects.” 255 EPA also asserted that the standards should 
be set at the lowest level at which studies indicated a statistically sig- 
nificant increase in “adverse effects," which tire Agency redefined as 
health effects that are not “transient and reversible.” 26 ' EPA thus ar- 
gued to the court that the scientific evidence on ozone indicated a 
break point at 0.08 ppm, even though EPA also acknowledged, and 
the record showed, that there was no known threshold for health eh 
fects from ozone.* 1 

EPA purported to identify “important, and meaningful differences 
in the character of the scientific evidence regarding risks — including 
the estimated frequency and duration of adverse health effects — asso- 
ciated with levels above and below 0.08 ppm.” 262 For example, EPA 
argued to the Supreme Court that the scientific evidence did not sup- 
port setting an ozone standard below 0.08 ppm: 


Petition for Rehearing and Petition for Rehealing En Banc for the United 
Slates Environmental Protection Agency at 1 5-1 7, Am. Trucking Ass'ns v. EPA, 283 
F.3d 355 (D.C. Cir. 2002) (Nos. 97-1440, 97-1441) [hereinafter EPA, Petition for Re- 
hearing); see also, EPA. 2001 D,C. Cir. Ozone Brief, supra note 69. at 28-30 (stating the 
EPA's argument on which Judge Tatel relied in his dissenting opinion in American 
Trucking Ass'ns ) . 

EPA, Supreme Court Respondents' Brief, supra note 60, at 33; see also id. 3t 36 
(“Section 109(b)(2) [of the Clean Air Act] clearly directs that EPA must set NAAQS at 
levels requisite to protect the general population, or identifiable groups within com- 
munities, from medically significant effects.’ 4 ). 

^ EPA. Petition for Rehearing, >u/»ranote 258. 3t 16, 

Id, at 13. 

EPA. Supreme G:*urt Petitioners' Brief, supra note 57, at 33; see also EPA, Peti- 
tion for Rehearing, supra note 258, at 17 ( u [T]he character of die scientific evidence 
differed for levels above and below 0.08 ppm, and supported the selection of the 0.08 
ppm level as ’requisite’ to protect public health.”). This argument, was not made in 
this form in the proceedings below. In the rulemaking itself, and in the original D.C. 
Circuit litigation, EPA summarily dismissed an 0.07 ppm alternative with the simple 
assertion that “[b]eeause health impacts below 0.08 ppm were less certain and likely to 
be less serious, the Administrator focused on die 0,08 and 0.09 ppm alternatives/ 
EPA, D.C. Cir. Ozone Brief, supra note 59. at 23 (citing EPA, Ozone Final Rule, supra 
note 8, 62 Fed. Reg. at 38,863, 38,868). As with die PM rulemaking, EPA again in- 
voked uncertainty as a wild card. Even though uncertainty was ostensibly a barrier to 
the adoption of the 0.07 ppm standard, it did not keep EPA from defending its deci- 
sion to lower the standard Lo 0.08 ppm based on “suspected, but not yet demonstrated, 
chronic effects* and an obligation to "err on the side of caution.” EPA, 2001 D.C. Cir. 
Ozone Brief, supra note 69, at 27 (quoting Lead Indus, v. EPA, 647 F.2d 1 130, 3153 
(1980)). 
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1 1 ] hr record showed lhat average responses caused by exposures even at 
0.08 ppm were “typically small or mild in nature." The Administrator 
recognized that repeated exposures at the 0.08 ppm level could poten- 
tially produce adverse effects for some unusually sensitive individuals, 
but the record indicated that the "mast certain" ozone-related effects at 
and below that level, even when adverse, are “transient and reversible." 
Moreover, the quantitative exposure and risk assessments showed that a 
standard set at 0.08 ppm would significantly reduce the number of such 
exposures. As for more serious health effects, EPA lacked clinical data 
indicating the existence of an exposure-response relationship at ozone 
levels below 0.08 ppm. 

While rejection of an 0.07 ppm standard may have been sound or 
even compelling on policy grounds, the “character of the scientific 
evidence” alone did not, nor could not, justify rejection of a standard 
lower than 0.08 ppm. 2 ” 4 

After all, according to EPA, there was no scientifically established 
threshold at which no “adverse effects” occurred. In promulgating its 
final ozone standard. EPA stated that it did not “seem possible, in the 
Administrator’s judgment, to identify a level at which it can be con- 
cluded with confidence that no ‘adverse’ effects are likely to occur.’" J 
EPA’s own brief in the Supreme Court acknowledged that “ [ t] he evi- 
dence showed a continuum of risk within the range considered [i.e., 
0.07 to 0.09 ppm], with statistically significant decreases in risk and 
ccuresponding increases in public health protection for successively 
more stringent eight-hour ozone standards." 26 ' Similarly, in the pre- 
amble to the proposed ozone standard, EPA concluded that “[w]ithin 
any given urban area, statistically significant reductions in exposure 
and risk associated with functional and symptomatic effects result 
from alternative 8-hour standards as the level changes from 0.09 ppm 
to 0.08 ppm to 0.07 ppm.’"' EPA acknowledged that the science 
showed “no break point or bright line that differentiates between ac- 
ceptable and unacceptable risks within this range.” 

In rejecting industry arguments that there appeared to be a 
threshold for respiratory effects at 0.08 ppm, EPA argued that there 
were moderate decrements in lung function (FEVj) in a significant 


EPA, Supreme Court Petitioners' Brief, supra note 57, 3t 14 (citations omitted). 
For purpose of the following analysis, we assume the validity of EPA’s conclu- 
sions on the results and meaning of die scientific evidence. 

* EPA, Ozone Final Rule, tupra note 8, 62 Fed. Reg. at 38,863. 

EPA, Supreme Court Respondents’ Brief, supra note 60, 3l 12. 

A1 EPA, Ozone Proposed Rule, mpra note 241 . 61 Fed. Reg. at 65,728. 

”* u. 
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percentage of the population at 0.08 ppm and that, moreover, “the 
response rates at 0.07 ppm are only slightly less than these values.”” 
EPA also found "clear evidence front hospital admission studies that 
effects may continue down to background [0.04 ppm].”‘ Indeed, al- 
though the relationship between ozone levels and hospital admissions 
appeared somewhat less certain at lower levels, the Agency concluded 
that there w T as “a consistency between studies which supports the asso- 
ciations at all levels studied” (that is, down to background levels of 
0.04 ppm) 7 ' 1 Thus, for the very health effects on which EPA based its 
selection of the 0.08 ppm ozone standard, namely respiratory effects 
and hospital admissions, EPA’s own findings in the record demon- 
strated that such effects occur at ozone levels well below 0.08 ppm. 

Moreover, while the record showed a continuum in the frequency 
and severity of respiratory effects at successively lower ozone levels, it 
did not show a discernible discontinuum at 0,08 ppm between those 
effects that were transient and reversible and those that were more 
permanent, as Judge Tatel and EPA argued. 777 The majority of the 
respiratory effects on which EPA relied to lower the primary ozone 
standard down to 0.08 ppm were also transient and reversible. 775 Most 
significantly, by invoking a distinction between effects that were tran- 
sient and reversible and those that w’ere not, EPA again shifted its po- 
sition without offering any justifications. When EPA last revised the 
ozone standard in 1979, it relied on the same types of transient respi- 
ratory health effects to support its standard, expressly finding that 
such effects were of concern and “adverse,” “[e]ven when reversible” 
and “even though transitory.’’ ’ Similarly, when the Agency previously 


»w 

no 


EPA, Ozone RESPONSE TO Comments, m/rra note 1 36, at 82. 
Id. at 84. 


Id. Moreover, even if the effects at die lower levels may have appeared less cer- 
tain, EPA was supposed to adopt a margin of safety to protect against less certain, or 
even unknown, risks. For our previous extensive discussion on EPA’s ad hoc approach 
to the margin of safety requirement under the Clean Air Act, see supra notes 186-90 
and accompanying text. 

m See Am. Trucking Ats’ns v. EPA, 175 F.3d 1027, 1059 (DC. Cir. 1999), ajf'A in 
part and ren'd in part sub nom. Whitman v. Am. Trucking Ass’ns, 531 U.S. 457 (2001 ) 
(Tatd, J., dissenting) (arguing that health effects below 0.08 ppm were qualitatively 
different in diaL they were "transient and reversible”). 

As the majority opinion in the D.C. Circuit noted, *‘it is far from apparent that 
any health effects existing above the [0.08 ppm) level are permanent or irreversible.” 
Id. at 1035. 

H EPA, 1979 Ozone Rule, supra note 196, 44 Fed. Reg. at 8207. One of the key 
studies relied upon by EPA in 1979 found that subjects were uncomfortable when ex- 
ercising while exposed to higher levels of ozone, but that *[t]he discomfort disap- 
peared shortly after the termination of the experiment.’’ Sec LESTER B. LAVE, THE 
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revised the PM standard in 1987, it set the standard “in the lower por- 
tion of the range where sensitive, reversible physiological responses of 
uncertain health significance are possibly , but not definitely, observed in 
children.” r EPA's attempt to construct a scientific demarcation 
based on whether effects are transient and reversible was therefore 
neither supported by the record nor consistent with its own past deci- 
sions. 

EPA has treated health effects as relevant when they could justify 
the standard that EPA preferred, but then discounted these same 
health effects in explaining why it did not adopt a more stringent al- 
ternative. For example., in its 1993 decision not to revise the 0.12 ppm 
ozone standard, EPA determined that lung function decrements in 
the range of ten to twenty percent, even “when accompanied by symp- 
toms," were not “adverse effects. Yet, in revising the same standard 
in 1997, EPA shifted its position concluding that a moderate lung 
decrement in the range of ten to twenty percent was indeed an “ad- 
verse effect.”' 7 In defending its most recent ozone standard against 
industry attacks that it was based on non serious and reversible lung 
effects, EPA accused industry of “seeking] to trivialize lung function 


STRATEGY OF SOCIAL REGULATION: DECISION FRAMEWORKS FOR POLICY 104 (1081) 
(describing the DeLuda and Adams study relied upon by EPA in the 1979 revision of 
the ozone standard). 

7 EPA, 1 987 PM Rule, supra note 1 9$, 52 Fed. Reg. at 24,643 (emphases added ). 

EPA, 1992 Ozone Proposal, supra note 198, 57 Fed. Reg. at 35,549. The pro- 
posal also states: 

[1 Individuals exposed to lower levels of O,, (e.g. t 0.12 to 0.15 ppm) typically 
experience only mild and transient functional decrements [anywhere from a 
—9 to -16 percent decline in FEV, , id. at 35,548.] . . . [This] may be accompa- 
nied by symptoms such as cough, chest lightness, pain on deep inspiration, 
and throat irritation .... 

. . . Although there is a difference of opinion among the EPA’s scientific ad- 
visors as to die significance of decrements in lung function in the range of 10 
to 20 percent when accompanied by symptoms, it is the Administrator’s judg- 
ment that the lesser effects associated with exposure to O s in the range of 0.12 
ppm to 0.15 ppm observed in die controlled human studies do not constitute 
adverse effects for purposes of section 109 of die Act 
Id. 

Sec EPA, 2001 D.C. Car. Ozone Brief, supra note 69. at 17 (noting that EPA 
“concluded that moderate’ effects . . . experienced by asthmatics [defined as 10 to 20 
percent FEV, decrements] would likely be adverse because they could interfere with 
normal activity."). Likewise, in its 1 979 revision of the ozone standard, EPA concluded 
that lung function decrements in die range of 5 to 15% were adverse effects. See EPA, 
1979 Ozone Rule, swjbro note 196, 44 Fed. Reg. at 8207 (“[T]he experts’ judgments var- 
ied as to the point at which adverse effects would begin, but fell within the range of a 5 
to 15 percent decrease.*). 
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decrements and respiratoiy symptoms, . . . [when] these effects can be 
sufficiently severe to disrupt die normal activity of both healthy indi- 
viduals and asthmatics." ‘ ' Similarly, when EPA revised its ozone stan- 
dard in 1979, it concluded that physical discomfort and pulmonary 
function changes, “[e]ven when reversible” and “even though transi- 
tory," were “adverse effects" that needed to be taken into account “in 
selecting the level of the primary standard.”' " Yet, in defending its 
1997 revision to the ozone standard, EPA argued that it was justified 
in disregarding the health effects that occur at levels below 0.08 ppm 
since “these effects (c.g., lung function decreases and coughs) are less 
serious because they are ‘transient and reversible.’” 5 The same kind 
of health effects seemed relevant when they supported EPA’s decision 
to lower standards, but irrelevant when EPA needed to defend its de- 
cision not to lower standards still further. 

EPA also justified its rejection of the 0.07 ppm standard by staling 
that the lower standard “would be closer to peak background levels 
that infrequently occur in some areas due to nonanthropogenic 
sources of O, precursors, and tlius more likely to be inappropriately 
targeted in some areas on such sources." 361 Of course, it bears noting 
initially that any argument about setting standards to avoid naturally 
occurring background levels departs from a purely health-focused jus- 
tification for a risk standar d. It speaks to die standard’s feasibility, a 
factor that EPA has otherwise claimed is impermissible to use in set- 
ting air quality standards.' 5 ' Indeed, in previous NAAQS rulemakings, 
EPA specifically rejected industry arguments that EPA should consider 
the feasibility problems created by setting air quality standards too 


EPA, D.C. Cir. Ozone Brief, supra note 59, at 33 (citation omitted). 

EPA, 1979 Ozone Rule, supra note 196, 44 Fed. Reg. at 8207. Likewise, in its 
1987 revision to the PM standards, EPA set the standard at a level where “reversible’' 
effects of "uncertain health significance" may "possibly, but not definitely" occur. EPA, 
1987 PM Rule, supra note 193, 52 Fed. Reg. at 24,643, 

EPA, Petition for Reheanng, supra note 258, at 16, Elsewhere in the litigation 
over its NAAQS revisions, EPA emphasized the transient and reversible nature of 
health effects observed at lower levels in defending its decision to reject a more strin- 
gent standard. See EPA, 2001 D.C. Cir, Ozone Brief, r upra note 69, at 28-30 (arguing 
that while a 0.08 ppm standard may lead to adverse effects, they are transient and re- 
versible and, therefore, “less serious"). 

151 EPA Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,868. 

See, e.g., EPA, PM Final Ride, supra note 9, 62 Fed. Reg. at 38,683 ("For more 
than a quarter of a century. EPA has interpreted section 109 of the (Clean Air) Act 3s 
precluding consideration of the economic costs or technical feasibility of implement- 
ing NAAQS in setting them."). 
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dose to the background levels. 2 ” If health is the only permissible con- 
sideration under the Clean Air Act, as EPA has argued and the courts 
have affirmed, then it should not matter whether a standard is set 
near or even below background levels/’ 

Even if background levels were considered to be relevant. EPA’s 
concern about an 0.07 ppm standard approaching background levels 
was not supported by the Agency’s own estimates in the rulemaking 
record. In conducting its risk assessment, and again in making its ar- 
gument to the D.C.. Circuit, EPA assumed a background level of 0.04 
ppm — not 0.07 ppm. 2 ** The Agency’s Staff Paper indicated that “it is 
reasonable to estimate that the 8-hour daily maximum O, during the 
summer is also in the range of 0.03 to 0.05 ppm." 86 ” Moreover, EPA 
specifically rejected arguments made by industry during rulemaking 
that background levels may approach 0.08 ppm. 2 * 7 In doing so, EPA 
stated that: 

Wliile background concentrations of O, can be as high as 0.05 ppm, unless 0„ 
concentrations are affected by anthropogenic VOC and/or NOx emissions, 8- 
lir O, background concentrations will typically be much lower than 0.05 ppm. 

A reasonable estimate of the 8-hr daily maximum 0 1 background during the 
summer season is 0.03-0.05 ppm.*** 


See, e.g . , Am. Petroleum Inst. v. Costle, 665 F.2d 1176, 1190 (D.C. Cir. 1981) 
(upholding EPA’s refusal even to docket evidence submitted by industry claiming that, 
attainment of an ozone standard would be precluded by background ozone areas in 
many parts of the country because “the EPA position that attainability is not central to 
a rulemaking of tliis type is correct**). 

In other regulatory programs, EPA has sought to reduce pollutants to below 
background levels. For example, EPAs recently promulgated standard for arsenic lev- 
els in drinking water primarily controls naturally occurring levels of arsenic. See EPA, 
National Primary Drinking Water Regulations: Arsenic and Clarifications to Compli- 
ance and New Source Contaminants Monitoring, 66 Fed. Reg. 6976 (Jan. 22, 2001 ) (to 
be codified at 40 C.F.R. pts. 9. 1 41 , 142) (establishing "a health-based, non-enforceahle 
Maximum Contaminant Level Goal (MCLG) for arsenic of zero"). EPA has also taken 
steps to address radon, another naturally occurring pz»llulanL See generally EPA, Indoor 
Ai^Radnn (Rn), http://www.epa.gov/iatj/radon/index.html (last updated Feb. 10, 
2004) (describing EPA activities in addressing radon). In any case, EPA added a new 
provision into 40 C.F.R. pt. 50 app. 1, that created a compliance exemption for peak 
ozone concentrations if they are associated with forest fires, stratospheric ozone intru- 
sion, or "other natural events." See EPA. OZONE RESPONSE TO COMMENTS, supra note 
136, at 95 (setting forth the justifications for adding the compliance exemption). The 
existence of an exemption such as diis one undercuts the claim that EPA could not set 
the standard lower than 0.08 ppin because of background ozone levels. 

EPA, D.C. Cir. Ozone Brief, supra note 59, at 20 n.1 9, 47 (footnote omitted ). 
m Ozone Staff Paper, tupm note 1 63, at 23. 

K7 * 

EPA, Ozone Response to Comments, supra note 136, at 86. 

Id.; see a/so id. at 93-94 (arguing that background levels will be below 0.05 ppm 
unless affected by anthropogenic emissions). 
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EPA did acknowledge that “at remote or rural sites O, concentra- 
tions can exceed 0.07 ppm," but dismissed the relevance of this find- 
ing because most of these concentrations were, in die Agency's view, 
caused by human activities.""" EPA’s claim that it could not adopt an 
0.07 ppm standard because it was too close to background level did 
not comport with past positions taken by the Agency, nor with the 
Agency’s own positions adopted earlier in the rulemaking." 

In its rulemaking and subsequent rounds of litigation. EPA of- 
fered one remaining defense of its decision to reject the lower 0.07 
ppm standard. The Agency claimed it was justified in its decision not 
to set a NAAQS below 0.08 ppm based on die fact that no member of 
EPA's CASAC supported a standard below 0.08 ppm."' Of course, 
the statute delegates the authority to select a standard to the EPA 
Administrator, not to CASAC . M In its subsequent brief before the 
Supreme Court, EPA acknowledged that CASAC “did not relieve 
the Administrator of her duty to reach decisions on specific NAAQS 


Id. at 86; see also id. at 94 (asserting that it is "dear that the component consist- 
ing of natural background O, is only a fraction of rural 0 9 concentrations, which arc 
dearly increased by human activities throughout the U.S."). 

See Oren, supra note 18, 3t 10,669 (arguing that the Agency’s reasoning in 
adopting its ozone standard was flawed because it failed to explain why the back- 
ground level was relevant). 

EPA. Supreme Court Petitioners’ Brief, supra note 57. at 14 (noting that "none 
of the CASAC advisors recommended setting the revised NAAQS at a level below 0.08 
ppm"). Judge Tatel had advanced this point in his dissent in American Trucking Ass'ns 
v. EPA, 175 F.3d 1027, 1059 (D.C. Car. 1999), affd in part and rat’d in pint sub nerm 
Whitman v. Am. Trucking Ass ns. 531 U.S. 457 (2001), and used it again in the panel 
opinion in the D.C. Circuit’s second round of review in the case. See Am. Trucking 
A^’ns v. EPA. 283 F.3d 355, 379 (D.C. Cir. 2002) (“EPA is entided to give ‘significant 
weight* to the fact that no committee member advocated a level of 0.07 ppm." (quot- 
ing EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,868)); see also Am. Petro- 
leum Inst. v. Costle, 665 F.2d 1 176, 1 188 (D.C. Cir. 1981 ) (stating that EPA is required 
"to submit die criteria document and standard to the SAB (Science Advisory Board] 
for comment, but it was not obligated to obtain SAB approval of either before promul- 
gation of a final standard"). This decision was made under the same statutory provi- 
sion that provides CASAC authority, but before die relevant subcommittee of SAB was 
renamed CASAC H.R. REP. No. 95-722, at 16 (1977), refnintcd in 1977 U.S.C.C.A.N. 
3293, 3295 (stating that the SAB’s Teview of EPA's 3ir quality standards and criteria 
documents "is intended to be advisory only”). 

Whitman, 531 U.S. at 462-63 (2001) ("Once a NAAQS has been promulgated, 
die Administrator must review the standard (and the criteria on wliich it is based ) ‘at 
five-year intervals' and make ‘such revisions ... as may be appropriate.’" (quoting 42 
U.S.C. § 7409(d) (1 ) (2000)) ); see also Am. Trucking Ass'ns, 283 F.3d at 358 (describing 
CASAC as an advisory committee) 
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levels.” 5 "’ The function of CASAC is to provide scientific advice, not to 
make the risk management choices necessary for selecting a stan- 
dard.”* 

Admittedly, some members of CASAC did express their “personal 
preferences” for specific levels for the revised standards. 5 "' As EPA 
has recognized elsewhere, however, the individual preferences of CA- 
SAC members are distinct from the collective findings of the entire 
committee, which comprise the official advice that EPA must con- 
sider/' CASAC as a whole expressly concluded that the selection of 
the ozone standard was a policy choice for the Administrator, rather 
than a scientific determination within the expertise of the commit- 
tee/ 1 Even though the individual views of CASAC members provided 
neither a legal basis for, nor a limitation on. the Administrator's deci- 
sions, it is interesting to note that more than half of those members 
who expressed a view actually supported a level higher than 0.08 
ppm.'“ In the end, EPA effectively claimed that it was entitled to give 


EPA, Supreme Court Respondents’ Brief, supra note 60, at 1 1 . EPA acknowl- 
edged that the official CASAC consensus view was limited to providing scientific advice, 
not advising on die ultimate selection of a regulatory standard: “Once die Administra- 
tor had concluded that the NAAQS required revision, she — unlike CASAC — had to 
resolve the uncertainties associated with those decisions." Id, 

Sn ■ EPA, No. A-95-64, RESPONSES TO SIGNIFICANT COMMENTS ON THE 1996 

Proposed Rule on the National Ambient Air Quality Standards tor Par 
TICULATE Matter 26-27 (1997) [hereinafter EPA, PM RESPONSE TO COMMENDS] (re- 
jecting comments Lhal CASAC's failure to reach consensus on the Agency’s chosen 
standards undermines the basis for those standards because such arguments “appear to 
rest on questionable assumptions about the role and purposes of CASAC review,” 
which is to provide scientific advice that the Administrator must consider “but is not 
bound” by). 

EPA, D.C. Cir. Ozone Brief, supra, note 59. at 37 (describing die views of indi- 
vidual CASAC members as "personal preferences’*); set also Am. Trucking Ass ns, 283 
F.Sd at 379 (noting that ten CASAC members expressed opinions about Where the re- 
vised standard should be set) . 

21 6 April 23, 1997 Hearing, supra note 74, at 370 (“While ten of die 16 CASAC 
members who reviewed the ozone staff paper expressed their preferences as to the 
level of the standard, all believe it is ultimately a policy decision for EPA to make.”); 
EPA, D.C. Cir. Ozone Brief, supra note 59, at 37 (“CASAC recognized th3t these views 
were just that — 'personal preferences’ — and distinguished diem from the committee’s 
consensus view that die selection of a standard was a ‘policy judgment’ for the Admin- 
istrate*! EPA, PM RESPONSE to GjMMENTS. supra note 294, at 29 (“[ I ) t is important 
to separate the personal opinions that individual members might express on particular 
policy choices such as standard levels from dieir scientific conclusions on die range of 
options diar. is supported by the science and should be considered by the Administra- 
tor”). 

Supra notes 1 43-45, 1 79 and accompanying text 

EPA, Ozone Proposed Rule, supra note 241. 61 Fed. Reg. at 65,729 (noting that 
“while some CASAC members supported die choice of the proposed 0.08 ppm. fully 
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significant weight to individual views of CASAC members when it bol- 
stered the Agency's decision not to lower the standard to 0.07 ppm, 
but that it did not need to give them this same weight when it was less 
supportive of the Agency’s position. 

In sum, EPA's attempt in litigation to argue that science com- 
pelled it to reject any ozone standard below 0.08 ppm was inconsistent 
with numerous other Agency positions. The Agency disregarded the 
health effects from exposures below 0.08 ppm, abandoning the posi- 
tion it took in previous NAAQS rulemakings that transient and re- 
versible effects warranted regulatory protection. EPA’s position on 
background levels in litigation was inconsistent with its analysis of 
background levels in the rulemaking record and with its previous dis- 
missal of industry concents about background levels. Finally, EPA’s 
position was inconsistent with its purported health-only construction 
of the Clean Air Act, as presumably would have been any decision to 
set a standard other than zero for a non-threshold pollutant. Reject- 
ing an 0.07 ppm ozone standard may well have been an appropriate 
decision, but it could only be defended on public policy grounds, not 
based on scientific evidence or expertise. EPA identified no such pol- 
icy reason to justify why it effectively turned its back on the adverse ef- 
fects that some citizens will continue to experience even if all parts of 
the country come into compliance with the Agency’s new standards. 

D. Comparing the Health Benefits of the Otone and 
Particulate Matter Standards 

One of the most striking examples of regulatory incoherence in 
EPA’s NAAQS revisions lies in the disparity between the health bene- 
fits from the revised ozone standards and the revised particulate mat- 
ter standard.'" In refusing a more stringent alternative for the PM 


half or more of the CASAC panel members expressing views on a specific level sup- 
ported a specific level or range of levels that include 0.09 ppm”). Furthermore, EPA 
did not defer in the same way to the views of CASAC. members when it came to setting 
the level of its revised PM standard. Of the twenty-two members of the CASAC panel, 
only four expressed a preference for the more stringent PM alternatives in EPA’s pro- 
posal. Robert W. Crandall, The Costly Pursuit of the Impossible, BROOKINGS Rf.V., Summer 
1997. at 41. 45. 

Ste, eg., Lester B. Lave, Clean Air Sense, BROOKINGS REV., Summer 1997, at 41 f 
43 (noting that EPA estimated its ozone standard would provide at most $1.5 billion 
annually in health benefits, while its partic ulate standard would offer as much as $110 
billion in health bene6ts). EPA’s starkly disparate responses to health benefits across 
the two standards is an example of comparative incoherence. See Cary Coglianese, 
Bounded Eualuutwu: Cognition, Incoherence, and Regulatory Policy , 54 STAN. L. REV. 121 7, 
1223 (2002) (noting that comparative incoherence arises when one regulation “turns 
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standard, EPA rejected an option that would have achieved a much 
greater gain in health benefits than the gain EPA anticipated from its 
revision of the ozone standard. If protecting the public health with an 
adequate margin of safety did not require the Agency to lower the PM 
standard still further, then it is far from clear why the Agency was justi- 
fied in revising its ozone standard at all. 

Based on staff analysis, and consistent with CASAC’s advice, the 
Agency assumed that the new ozone standard would not achieve any 
reduction in mortality.” In quantifying the nonmortality health 
benefits of the new ozone standard. EPA estimated the total 
monetized value to be $0.06 billion. 50 ' In contrast, EPA estimated that 
lowering the daily PM ; . standard from the selected 65 pg/in * level to 
50 pg/m ! would produce an additional $1.64 billion in non mortality 


out to be inconsistent with other regulations of either the same general type or other 
types altogether"). 

In setting the ozone standard, EPA found that there was insufficient evidence 
of any association between ozone exposure and mortality, and therefore it did not rely 
on any reduction in mortality to justify its new ozone standard. See, e g.. OZONE STAFF 
PAPER, supra note 163* at 71 (concluding that "only limited, suggestive evidence” exists 
that ”[a]n increase in daily mortality [is] associated with O, exposure”) ; id, at 72 (not- 
ing that “associations between O, exposure and chronic health impacts have not been 
sufficiently demonstrated in humans”) . EPA identified and used some recent scientific 
studies identifying a mortality risk from ozone in its Regulator)' Impact Analysis, which 
had the effect of substantially increasing the Agency’s estimate of the benefits of the 
revised ozone standard while making clear that “this evidence was not used in the 
NAAQS standard setting process.” EPA, REGULATORY IMPACT ANALYSES FOR THE 
Particulate Matter and Ozone National Ambient Air Quality Standards 
AND PROPOSED REGIONAL HAZARD 2-9 (1997). [hereinafter RIA] available al http:// 
www.epa.gov/ttn/oarpg/naaqsfin/ria.html. The EPA’s response to ozone comments 
stated: 

[P]remature mortality associated with O, was not given substantial considera- 
tion dunng this review of the O, primary NAAQS. Because some of the new 
studies were considered in the Regulatory Impact Analysis, some commenters 
may have believed mistakenly that they were considered in review of the 
NAAQS .... EPA did not give significant weight to that mortality evidence. 

EPA, Ozone Response to Comments, supra note 136. at 48-49. 

RIA, s-upra note 300, at 12-70 tbl. 12-19 (estimating health benefits of the new 
standard using an assumption of a constant annual PM standard of 15 pg/m*). In the 
RIA, EPA claimed that some new studies not reviewed by CASAC strengthened the evi- 
dence for some reduced mortality benefits from the ozone standard. Although the 
RIA made clear that EPA did not rely on reduced mortality in selecting the ozone 
standard, id. at 12-15, 12-19, it included an estimate of potential mortality reduction 
benefits to produce a “high-end” ozone benefits estimate, Id. at 12-20 to 12-21. The 
estimated reduced mortality w r ould increase the health benefits of the ozone standard 
from $0.06 to $1.76 billion. Id. at 12-70 tbl. 12-1 9. Even this latter figure, however, is 
smaller than the incremental benefits of the revisions to the PM., standard previously 
discussed. 
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health benefits.' 2 EPA’s analysis did not permit a direct comparison 
of die mortality benefits of the wo PM,, alternatives, but given that 
most of the health benefits from the PM,, standards are from reduced 
mortality, the total marginal health benefits of reducing the PM,, 
standard from 65 to 50 pg/m 4 would likely have been much larger 
than $1.7 billion. The incremental benefits of reducing the daily PM 
standard still further to 25 pg/m* would have been even larger, but 
they were not calculated by EPA. 

EPA's analysis clearly indicates that the health benefits foregone 
by EPA’s decision not to tighten the PM,, daily standard below the 65 
pg/m level dwarfed the total health benefits of the ozone standard 
(by a factor of approximately 50)/ ' EPA claimed that its ozone revi- 
sion was necessary in order to protect public health wi th an adequate 
margin of safety, but it also argued that a further tightening of Lhe PM 
standard to achieve significantly greater health benefits was not neces- 
sary to protect public health with an adequate margin of safety. EPA 
offered no explanation for why its treatment of health risks should 
vary markedly from one pollutant to another.’ 0 * 


RIA, supra note 300, at 12-44 tbl.12.5 (listing high-end estimated monetized 
health benefits for partial attainment of each of the two PMj 5 standards). EPA calcu- 
lated the mortality benefits of the two standards using slightly different methodologies, 
so a direct apples-lo-apples comparison is not possible, although the monetized mortal- 
ity health benefits of the 50 pg/m' standards appear, as expected, to be larger than the 
benefits for the 65 ug/m* standard. 

Furthermore, this inconsistency cannot be explained based on the uncertainty 
contained in any risk analysis. Both the ozone and PM risk assessments involve sub- 
stantial uncertainty, as EPA acknowledges. EPA, Ozone Final Rule, supra note 8, 62 
Fed. Reg. at 38,860 (indicating that “the Administrator and CASAC recognized that 
there are many uncertainties inherent in such [risk assessment] analyses" of ozone ex- 
posure); EPA, PM Final Rule, supra note 9, 62 Fed. Reg. at 38,656 (noting that the 
“quantitative risk estimates include significant uncertainty"). Moreover, the PM Jft risk 
estimates for the regulatory increments not adopted by EPA come from the same stud- 
ies and data sets drat EPA used to justify die PM,, standard it did select. Given that 
there is no qualitative break point in the extent of uncertainty in those data. EPA can- 
not on one hand say that die data above its selected standard is sufficiently certain to 
support regulation, but the data, produced with the same method and in the same 
studies, below its standard is too uncertain to be treated as credible. See also supra 


notes 229-32 and accompanying text (discussing EPA's use of uncertainty as claim for 
disregarding data that did not support its policies) . 

Sif Sunstein, supra note 18, at 330 ("EPA's own calculations showed that a 


tighter particulates standard would have produced far greater health benefits than the 


ozone standard; this leaves a serious unexplained anomaly in the two standards taken 
together."); Sunstein, supra note 20, at 6 (“[T]ighler regulation of particulates, going 


well beyond tire EPA's rule, would appear to do a great deal more to protect public 
health than would the new regulation of ozone.*). 
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III. Toward More Principled Risk Management 

EPA’s effort to rely exclusively on science may have effectively 
conveyed the impression to its overseers that the Agency had a sound 
basis for revising its standards, but in fact, by relying on science-based 
rhetoric, the Agency had only disguised a series of ad hoc and inco- 
herent decisions. Positions adopted in previous rulemakings, or at 
previous points in the same rulemaking, shifted in the course of the 
Agency’s defense of the new standards. Findings or assumptions 
made in the rulemaking record were set aside in order to support the 
Agency’s positions in litigation. Nowhere during the entire rulemak- 
ing and litigation process did EPA articulate a clear policy rationale to 
justify how the NAAQS standards should be set, other than to assert 
that they were set at the “appropriate” level.'” 

Given the way that section 109 of the Clean Air Act has been con- 
strued over the years, die Agency has found itself navigating unten- 
able conceptual terrain. Following the dictates of the Clean Air Act, 
EPA has claimed to select standards that protect the public health 
with an adequate margin of safety and, hence, has proceeded to de- 
fend revisions of its standards by marshaling scientific evidence of 
health effects at levels below its previously set standards.'"' Yet, similar 
evidence considered by the Agency demonstrated that health effects 
would still persist even at levels below the revised standards." Indeed, 
with non-drreshold pollutants, these effects will by definition persist at 
any level above zero.' 0 ' The Agency has admitted that it need not, 
even cannot, set its standards at zero, but it has never provided any 
consistent and meaningful set of reasons that justify its decision to 
lower its standards to protect against one increment of adverse effects 
but not to lower them further to protect against another increment of 
adverse effects. 

In this final Part, we highlight what needs to be done if air quality 
standard setting is to proceed in the future with more coherent justifi- 
cation. We present four principled approaches to standard setting in 
the Section that follows, with the aim of showing what has been miss- 
ing from EPA's decision making as well as pointing toward belter ways 


See Sunstein. supra note 18, at 327 ("EPA’s presentation of all the relevant data 
shows reason for concern about adverse health effects at current levels, but leaves 
many doubts about why EPA chose the particular standards it did, rather than stan- 
dards somewhat higher or somewhat lower/*). 

506 Supra Parts I A, II A, 

907 Su/>raPart II.B-C. 

308 Supra Part I »C, 
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of setting air quality standards in the future. Unfortunately, some of 
the most promising of these approaches are no longer permissible 
under EPA’s, and now the Supreme Court’s, interpretation of the 
Clean Air Act and therefore raise important implications for future 
legal developments. In this Part, we show how achieving a more can- 
did and coherent policy justification for environmental decisions will 
require a significant change in EPA’s existing approach toward setting 
NA\QS standards, including an abandonment of the fundamental fic- 
tion that costs do not and should not enter into the Agency’s decision 
making. Of course, given the Supreme Court’s affirmation of this fic- 
tion," moving toward principled standard setting will now require 
legislative change, not only to overcome the restrictive interpretation 
EPA and the courts have given to section 109 of the Clean Air Act, but 
also to direct EPA to develop a set of general policy guidelines for use 
in making future decisions about its air quality standards. 

A Risk Management Principles 

Regulatory decisions, such as the selection of air quality standards, 
involve enormous stakes in terms of both health consequences 
and economic burdens. How can EPA provide a more coherent justi- 
fication for these significant decisions than it offered in its most re- 
cent NAAQS revisions? A regulatory agency such as EPA has four ba- 
sic approaches available that it can use to provide a consistent 
justification for making risk management decisions such as setting 
ambient standards: (1) eliminate all risks (or all nonnaturally occur- 
ring risks); (2) avoid unacceptable risks; (3) avoid unacceptable costs 
(sometimes described as die feasibility approach); and (4) balance 
costs and benefits. 1 Aldiough these approaches are not all equally 


" See Whitman v. Am. Trucking Ass'ns, 531 U.S. 457, 465 (2001) (affirming that 
EPA is not permitted by statute to consider costs in setting ambient air quality stan- 
dards) . 

J For a similar taxonomy of approaches, see FRANK CROSS, ENVI RO NMENTAIJ>\' 
Induced Cancer and THE Law 69-95 ( 1989). While the four approaches we outline 
represent die major justification strategies available to risk regulators, diey do not rep- 
resent an exhaustive list of all possible principled approaches. Another principled ap- 
proach would be to eliminate all costs of regulation, but this would be as misguided as 
eliminating all risks. Some level of government intervention is needed to address envi- 
ronmental risk and thereby impose an appropriate level of costs on those actors that 
have not full)' internalized all the social costs of tlieir action. For discussions of the ra- 
tionales for governmental regulation, see NELL K. KOMESAR, IMPERFECT ALTERNATIVES: 
choosing Institutions in Law, Economics, and Public Policy 3-7 (1994); Cass R. 
Sunstfjn. After the Rights Revolution 45-46 (1990); V. Kip Viscusi et al.. 
Economics of Regulation and Antitrust 2-3 (2000). Other principled approaches 
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sound strategies — nor are they all currently permissible under the Su- 
preme Court’s interpretation of the Clean Air Act — Urey do illustrate 
tire range of possible ways to provide a consistent explanation for risk 
management decision making.’ 1 ' 

1. Eliminate All Risks 

The First approach is conceptually straightforward: eliminate all 
risks. This principle could be consistently applied if EPA set its stan- 
dards at levels at which it believed there would be absolutely no health 
risks. The Agency also could take a consistent risk management ap- 
proach if it chose to minimize risk by setting standards at background 
levels, thereby opting to eliminate all risks except those that are natu- 
rally occurring (a zero additive risk approach). 

More generally, the EPA could deride to follow an approach 
aimed at minimizing all risk. A minimize risk approach could in some 
cases lead to a nonzero risk level if a pollutant provides some benefi- 
cial health effects that countervail its adverse health effects. For ex- 
ample. commentators in the ozone rulemaking alleged that, despite 
the adverse pulmonary effects of ground level ozone, concentrations 
of the pollutant also screen out harmful ultraviolet radiation If a 


take into account issues of distributional equity — deploying a consistent strategy to 
promote fairness and equality in die distribution of costs and benefits across different 
individuals and groups within society. See NATIONAL RESEARCH COUNCIL, UN- 
DERSTANDING Risk: Informing Decisions in a Democratic Society 40 (1996) (not- 
ing that in some cases “managing environmental risks has become a question of fair- 
ness, moral responsibility, and distributional equity"); K.S. SHRAD F.R- FRE CHETTE , RISK 

and Rationality: Philosophical Foundations for Populist Reforms 183 (1991 > 

(arguing for weighing “egalitarian values, social obligations, and rights” as a part of risk 
management decision making). 

51 Our focus here is on developing consistent general approaches to risk man- 
agement decision making, not on all the choices that enter into risk decision making, 
such as the treatment of uncertainty. Much has been written about the development 
of principled approaches to risk assessment, and government agencies have issued 
guidelines for assessing and characterizing risk with the aim of increasing consistency. 
See, r.g.. EPA, DRAFT GUIDELINES FOR CARCINOGEN Rl.SK ASSESSMENT 1 (1999) (offering 
guidance to EPA stall and decision makers on how to develop and use risk assess- 
ments), available at http://www.ep3.gov/ncea/raf/pdls/cancer_gls.pdf. Our aim, in 
contrast, is to focus on the core principles needed to justify the central risk manage- 
ment question that science by itself simply Is unable to answer, namely the level at 
which ambient risk standards should be set. 

See, f.g. . Randall Lutter Sc Howard Gruenspecht, Assessing Benefits of Ground-Level 
Ozone: What Role for Science in Setting Natiortal Air Quality Standards, 1 5 TUL. ENVTL. L.J. 
85, 87 (2001 ) (arguing that in setting its 1 997 ozone standard EPA focused only on the 
ozone’s harmful effects without taking into account its potential benefits). The D.C. 
Circuit, in the first round of litigation over EPA’s ozone revision, directed the Agency 
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reduction of the pollutant would create offsetting risks, such as an in- 
crease in skin cancer, then a standard that minimizes health risks 
would be set above zero.' In cases with such so-called risk-risk trade- 
offs, EPA could opt for a standard set at a level that achieves the lowest 
possible adverse health effects, namely the level at which the marginal 
adverse health effects equal the marginal beneficial health effects. '* 
Minimizing risk would appear to resonate with the conventional 
interpretation of the Clean .Mr Act, with its emphasis on a preventative 
approach to health protection through a margin of safety.' 15 As the 
D.C. Circuit Court directed in Lead Industries, EPA should set its 
NAAQS standards in a way that ensured “an absence of adverse effect” 


to take these possible beneficial health effects of ozone into consideration. Am. Truck- 
ing Ass'ns v. EPA, 1 75 F.3d 1027, 1051-53 (D.C. Gir. 1909), aff'd in part and rev d at part 
mb nom. Whitman v. Am. Trucking Ass ’ns, 531 U.S. 457 (2001 ). 

This assumes diat the dose-response curves of the health benefits and health 
risks of the pollutants have different shapes. If the two dose-response curves are paral- 
lel, it may be that the health risks or the health benefits dominate the other at all dose 
levels as they both decrease in step with exposure. In tins case, the standard that 
maximizes net health benefits would be set at zero (if health risks are greater than 
health benefits at all exposure levels) or no standard should be set (if health benefits 
are greater than health risks at all expc^uie levels), 

* u Cf. Whitman, 531 U.S. at 495 (Breyer, J.. concurring) ("A rule likely to cause 
more harm to health than it prevents is not a rule dial is requisite to protect the pub- 
lic health.’”). SccLaVE, supra note 274, at 15-17 (outlining mediods for weighing die 
risks of exposure to a carcinogen versus the risks of eliminating it): John D. Graham Sc 
Jonathan Baert Wiener. Confronting Risk Tradeoffs. tn RISK VERSUS RISK: TRADEOFFS IN 
Protecting Health and the Environment l-l ( John D. Graham & Jonathan Baert 
Wiener eds., 1995) (advocating a "more rigorous framework for analyzing risk trade- 
offs" that arise when countervailing risks emerge from attempts to reduce target risks); 
Cass R. .Sunstein, Health Health Tradeoffs , 63 U. CHI. L. REV. 1533, 1535-38 (1996) (argu- 
ing diat individuals and regulators suffer from "selective attention” that allows diem to 
overlook ancillary risks and. therefore, advocating that policymakers act lo minimize 
net risks). There are obvious affinities between such an approach and one that bal- 
ances all benefits and costs of 3 risk standard, but because the “maximize risk reduc- 
tion" approach focuses only on costs and benefits as measured in health effects, it 
should be distinguished from an approach dial aims to maximize net social benefits. 
In diose cases where die existence of some amount of a pollutant offers no offsetting 
health benefits whatsoever, the "maximize risk reduction" approach equates with the 
"zero risk” approach. 

See supra notes 194-95 and accompanying text (noting EPA’s claim that, die 
protection of public health is the predominant goal of its air quality standards). The 
language in die Clean Water Act diat commands the elimination of all discharges into 
the nation's waterways also exemplifies this approach. See 33 U.S.C. § 1251(a) (2000) 
(slating that the national goal underlying the prevention of water pollution is to pro- 
tect the use of vaster by individuals and fish and wildlife). The regulation of food addi- 
tives under die Delaney Clause also followed dtis approach for many years. See Pub. 
Citizen v. Young, 831 F.2d 1108, 1109 (D.C. Cir. 1987) (finding that the Delaney 
Clause, which prohibits use of color food additives "found ... to induce cancer in man 
or animal." does not contain 3 de minimus exception). 
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on members of the public.* 1 OF course, for non-threshold pollutants 
that lack countervailing health benefits, the minimize risk principle 
can only be applied consistently if EPA sets its standards at a zero or 
background concentration level, something that would effectively call 
for the elimination of all economic activities.' 17 Quite sensibly, the 
Agency has expressly disavowed any intention of adopting a zero-risk 
approach, and the Supreme Court has also recognized the folly of 
such an approach. M Moreover, while EPA has raised concerns about 
background levels (when it would appear expedient), it has neither 
adopted nor applied consistently any principle of eliminating all hu- 
man-created pollution.* 1 ' It has also so far rejected calls for making 
health-health tradeoffs in setting NAAQS standards under a minimize 
risk principle. 5 '" Consequently, if EPA is to make its risk management 
decision making more coherent, it will almost certainlv need to 
choose a principle other than eliminating all risk. 


W4 Lead Indus, v. EPA, 647 F.2d 1 130. 1153 (D.C. Cir. 1980). 

no 

Sec W. Kip Viscusi. Risk by Choice. Regulating Health and Safety in the 
VVORKPL\CE 136-58 (1983) (using EPA’s lead standard requiring that 99.5% of the 
most sensitive group be exposed to levels below a zero-risk threshold as an example of 
the economic inefficiencies that result from the exclusion of cost-benefit tradeoffs in 
risk management decision making): see also supra Part I.C (arguing that eliminating 
pollution entirely would have the universally undesirable rifect of prohibiting eco- 
nomic activity). 

See supra notes 164-65 and accompanying text (stating that neither EPA nor 
any other major participant in environmental policymaking has ever argued for a zero- 
risk standard, as it would call for die elimination of the industrialized economy); set 
also Whitman, 531 U.S. 3t 494 (Breyer, J concurring) (noting dvat the Clean Air Act 
should not be construed as requiring "a world that is free of all risk — an impossible 
and undesirable objective"); Indus. Union Dep’t v. Am. Petroleum Inst.. 448 U.S. 607, 
642 (1980) (noting that "safe" does not necessarily mean "risk-free") . 

See supra notes 282-91 and accompanying text (showing the inconsistencies in 
EPA’s argument dial it set die standard at a level approximating “naturally occurring 
background levels"). 

National Ambient Air Quality Standards for Ozone; Final Response to Re- 
mand. 68 Fed. Reg. 614. 618 (Jan. 6, 2003) (to be codified at 40 C.F.R, pL 50) (noting 
diat any increase in risks associated with reductions in ground-level ozone levels, such 
as from increased exposure to ultraviolet radiation, is "too uncertain at this time to 
warrant any relaxation in the level of public health protection previously determined 
to be requisite to protect against the demonstrated adverse respiratory effects of direct 
inhalation exposure to O, in the ambient air'). 
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2. Avoid Unacceptable Risks 

A second approach would be for the Agency to establish a level of 
acceptable risk for its air quality standards.” 1 Rather than minimizing 
all risks, the Agency would only reduce risks to a consistent and toler- 
able level. As with the minimize risk principle, the acceptable risk ap- 
proach focuses exclusively on the benefits to be reaped from a risk 
standard.' 7 It does not try to maximize those benefits, but simply to 
deliver a desirable level of health benefits. 

The acceptable task approach has been used in other regulatory 
contexts. For example, in setting standards for hazardous air pollut- 
ants, EPA has presumptively defined “acceptable risk” to mean a 
maximum individual mortality risk of no greater than one in ten 
thousand. The Agency has similarly set acceptable risk targets in 
other contexts, including the regulation of water quality, hazardous 
wastes, and pesticides.* 7 * The Occupational Safety and Health Ad- 
ministration (OSHA) follows a similar approach, using a benchmark 
mortality risk of one in one thousand as the level of “significant risk” 


See Baruch Fischhoff, Acceptable Ki.sk: .4 Conceptual Proposal, 5 RISK 1 , 4-8 ( 1 994 ) 
(proposing an analytical procedure for determining and implementing an acceptable 
risk approach); Gary E. Marchant Sc Dawn P. Danzrisen, 'Acceptable' Risk fen- Hazardous 
Air Pollutants. 13 HaRV. ENVTL. L. Rev. 535, 540-42 (1989) (summarizing die four ap- 
proaches proposed by EPA to develop a level of acceptable risk on which to base emis- 
sions standards for hazardous air pollutants). 

m See Cass R. Sunstein, Cost-Benefit Default Principles, 99 MICH. L. REV. 1651, 1664 
(2001 ) (describing the acceptable risk approach as “entirely benefits-based" (emphasis 
omitted)). 

National Emission Standards for Hazardous Air Pollutants: Benzene Emissions 
from Maleic Anhydride Plants, Ethylbenzene/ Styrene Plants, Benzene Storage Vessels, 
Benzene Equipment Leaks, and Coke By-Product Recovery Plants. 54 Fed. Reg. 38,044. 
38,045 (Sept. 14, 1989) (codified at 40 C.F.R. pt. 61) [hereinafter National Emission 
Standards]. This risk level slides down towards one in one million as the size of the 
exposed population increase*. Id. at 38,044-45. In addition, the Clean Air Act now 
authorizes EPA to remove categories of sources of hazardous air pollutants from the 
list of regulated source* whenever it finds "dial no source in the category . . emits 
such hazardous air pollutants in quantities which may cause a lifetime risk of cancer 
greater than one in one million to the individual in the population who is most ex- 
posed to emissions of such pollutants from the source." 42 U.S.C. § 7412(c)(9)(B)(i) 
( 2000 ). 

1 See March Sadowitz Sc John D, Graham, A Survey of Residual Cancer Risks Permit- 
ted by Health. Safety and Environmental Policy, 6 RISK 1 7, 25-30 ( 1995) (outlining the risk 
standards that EPA has created with respect to water quality and hazardous wastes). 
The legislative history of the Food Quality Protection .Act of 1996, Pub. L. No. 104-170, 
110 Slat. 1489. stipulates that EPA should apply an acceptable risk level of one in one 
million for certain pesticide residues. H.R. REP. NO. 104-669, pt. 2, at 41 (1996). 
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on which it bases its occupational health standards. If EPA adopted 
a similar, approach, it could then use an acceptable risk criterion to 
select a set of consistent air quality standards. 

Extending an acceptable risk approach to NAAQS decision mak- 
ing would not be easy, however, since criteria pollutants such as ozone 
and PM cause varied types of health effects other than mortality. Most 
acceptable risk benchmarks established by EPA under other regula- 
tory programs focus exclusively, or at least primarily, on cancer mor- 
tality.'' Mortality is a binary effect, but many of the health effects of 
pollutants, like ozone, involve continuous health effects (e.g., respira- 
tory irritation) that vary in intensity horn a minor nuisance to a seri- 
ous illness. It is generally harder to define an acceptable risk level for 
such continuous effects because it is necessary to address both the 
frequency and the severity of the disease. ‘ Moreover, a common 
metric for morbidity is needed to compare alternative standards, each 
of which may vaiy along multiple dimensions of predicted health ef- 
fects (such as if exposure contributed to circulatory as well as to pul- 
monary problems). w 

Another issue raised by the acceptable risk approach is whether to 
focus on the risks to individuals, to the population, or to both. 1 ' EPA 
has yet to adopt a clear and consistent position on whether to base its 
NAAQS decisions on maximum individual or population risk.’" In its 


Eg, Occupational Exposure to Formaldehyde, 52 Fed. Reg. 46,168, 46,230 
(Dec. -1, 1987) (codified at 29 C.F.R. pts. 1910. 1926); Occupational Exposure to Ethyl- 
ene Oxide. 49 Fed. Reg. 25,734, 25.764 (June 22, 1984) (codified at 29 C.F.R. pt. 
1910); Occupational Exposure to Inorganic Arsenic, 48 Fed. Reg, 1864, 1902 (Jan. 14. 
1983) (codified at 29 C.F.R. pt. 1910); see also Indus. Union Dep’t v. Am. Petroleum 
Inst., 448 U.S. 607, 655 (1980) (determining that OSHA should use a mortality risk of 
one in one thousand as a benchmark for significant risk); Int’l Union v. OSHA, 37 
F,3d 665. 670-71 (D.C. Cir. 1994) (upholding OSHA’s decision to use a single risk 
standard applicable to all general industry employers, rather than to disaggregate in- 
dustries). 

See, e.g., Sadowitz Sc Graham, supra note 324, at 19-21 (discussing EPA’s analysis 
of risk based on cancer rates) . 

See Reilly, supra note 44, at 1365-456 (‘The search for the Holy Grail of risk 
management — the so called ’bright line’ that would let policy makers determine, un- 
der any and all circumstances, whether a particulai level of risk is ’acceptable’ or not — 
see ms doomed to failure.”). 

See infra notes 33840 and accompanying text (analyzing EPA’s comparative 
analysis of continuous health effects) . 

See Sunstein, supra note 20. at 9 ( M [I ]t is not clear if the agency should focus on 
the probability of harm faced by each individual, or instead on some statistical measure 
of aggregate harms, faced by the population as a whole.”). 

In the late 1980s, EPA defined “acceptable risk” for exposure to hazardous 
•air pollutants under section 112 of the Qean Air Act by considering only maximum 
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recent ozone revision, EPA appeared in some ways to accept a popula- 
tion risk approach,' 51 Yet, in a previous NAAQS rulemaking, EPA ex- 
plicitly indicated that the number of people exposed was not relevant, 
since “[standards must be based on a judgment of a safe air quality 
level and not on an estimate of how many persons will intersect with 
given concentration levels. The problem with relying only on levels 
of risk to individuals, of course, is that it overlooks the number of 
people exposed to the risk, something that clearly affects overall 
health benefits. 

If EPA were to measure and compare the overall benefits of dif- 
ferent regulatory alternatives, it would need to use consistent methods 
to quantify all the benefits that it predicted from each proposed stan- 
dard and its alternatives. Such a careful “benefits analysis," as Profes- 
sor Cass Sunstein has called it, would enable the Agency to determine 
whether any given regulatory option can be expected to achieve an 
acceptable level of risk.’’ A benefits analysis would detail all the 
health effects associated with different levels of exposure as well as 
report the predicted incidence of these effects on all exposed indi- 
viduals, including those in any sensitive subgroups within the overall 
population. H Such a benefits analysis would contain EPA’s best range 
(or point) of estimates for the number of people likely to be exposed 
to the pollutant under an alternative standard, the probabilities 
that they will suffer various health effects, and the severity of those 
effects."' These benefits could be monetized using willingness- 
to-pay (WTP) measures, a standard way of aggregating different 
kinds of environmental health effects across an entire population.” 6 


individual risk or only total population risk before ultimately selecting a hybrid ap- 
proach dial considered both measures. National Emission Standards, supin note 323, 
68 Fed. Reg. 3t 38.045. 

EPA justified its selection ot die 0.08 ppm ozone standard over the 0.09 ppm 
standard based largely on die argument that greater numbers of people would be ex- 
posed to unhealthy air quality under the 0.09 ppm standard than under the 0.08 ppm 
standard. EPA argued that under the 0.08 ppm standard “an estimated 40-65*? more 
children would experience health effects dial could limit their activity and in some 
cases require medical treatment" EPA, D.C. Cir. Ozone Brief, supra note 59, at 23-24 
(citing EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,868). 

EPA, 1979 Ozone Rule, supra note 196, 44 Fed. Reg. at 8210. 

Sunstein, supra note 18, at 363-65. 

“* Id 

Cass R. Sunstein, Risk and Reason: Safety. Law. and the Environment 245 

(20021. 

For a recent discussion of WTP measures, see James FL Heinmitt QALYs V emu 
WTP, 22 RISK ANALYSIS 985 (2002); Cass R. Sunstein, Lives. Life Years , and Willingness to 
Pay. 104 CQLUM. L. Rev. 205 ( 2004). EPA used willingness to pay metrics to estimate 
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Alternatively, EPA could consider using other metrics for aggregation 
such as quality adjusted life years (QALY) — a measure used more 
commonly in health care analyses.”' Whatever their relative merits, 
measures like WTP and QALY serve as a common basis for measuring 
the total health benefits associated with different regulatory stan- 
dards.”* 

By using a common measure, EPA could improve the consistency 
of outcomes across different standards. For example, more explicit 
and detailed attention to benefits analysis might have made EPA deci- 
sion makers — as well as the American public — more aware that the 
Agency was passing up an opportunity to secure greater health gains, 
through increased tightening of the particulate matter standard, than 
it reaped altogether from its revisions to the ozone standard.”' In this 
way, a benefits-based approach could help ensure that different stan- 
dards reduce risks to comparable (and acceptable) levels, achieving 
comparable (and desirable) levels of health benefits.’ 40 

While a benefits-based approach may help in identifying inconsis- 
tencies across rules, by itself such an approach still skirts the underly- 
ing question: What makes a particular level of risk “acceptable” (or a 
particular level of benefits “desirable”)? An acceptable risk approach 


the health benefits of its recent ozone and PM standards in its Regulatory Impact 
Analysis for its rulemaking, although it was not permitted to consider these estimates 
in making its regulatory decision. RIA, supra note S00, at 12-34 to 12-37. For example, 
EPA calculated that the value of a life saved was $4.8 million, a case of chronic bron- 
chitis prevented was $260,000, and a case of shortness of breath prevented was $5.30. 
Id. at 12-40. 

In its decision in American Trucking , the D.C. Circuit suggested that another 
possible way to aggregate health effects would be to define a generic unit of harm, 
such as through QALY. Am. Trucking Ass’ns v. EPA, 1 75 F.3d 1027, 1039-40 (D.C. Cir. 
1999), aff’d in part and rev’d in part sub nom. Whitman v. Am. Trucking Ass’ns, 531 U.S. 
457 (2001). For a discussion of the QALY measure in the context of EPA’s air pollu- 
tion policy, see BRYAN J. HUBBELL, ENVIRONMENTAL PROTECTION AGENCY, IMPLE- 
MENTING QALYs in the analysis of Air Pollution Regulations (Innovative Strate- 
gies and Econ. Group, EPA, Working Paper May 2002), available at http://www. 
epa.gov/ttn/ecas/workingpapers/ereqaly.pdf; SUNSTEIN, supra note 335, at 24647; see 
also Richard J. Zeckhauser Sc Donald Shepard, Where Now for Saving Lives ?, LAW Sc 
CONTEMP. PROBS., Autumn 1976, at 5, 11 (providing the original treatment of the 
QALY metric). 

For comparative assessments of these measures, see Hammitt, supra note 336; 
Janice Clair Wright, Investments that Save Lives: The Norms of Environmental and 
Medical Decision Making 2-1 to 2-59 (1997) (unpublished Ph.D. dissertation, Harvard 
University) (on file with author). 

539 Supra Part II. D. 

M0 

See SUNSTEIN, supra note 335, at 245 (“A chief advantage of this approach is 
that it should ensure interregulation consistency ....”). 
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seems to envision that government makes risk management decisions 
in individual proceedings according to some predetermined level of 
acceptable risk. A benefits analysis can reveal whether a particular 
standard meets this predetermined level. It does not, however, pro- 
vide a basis for determining what that level should be. After all, any 
detailed benefits analysis, such as the kind that Professor Sunstein 
proposes, is really just a highly professional risk assessment and not 
the risk management judgment called for in standard setting.^ 11 Se- 
lecting an acceptable risk level still requires making a reasoned judg- 
ment about the optimal appropriate level.’'' 

The acceptable risk approach suffers from another notable limita- 
tion: it directs that standards be set based solely on the level of bene- 
fits to be gained — regardless of the costs of meeting those standards ’* 
To follow this approach would require that EPA set standards based 
on benefits even when the costs of compliance were disproportion- 
ately high.’** Moreover, the consistent application of this approach 


See id. (noting the “inevitable judgment of value*’ involved in setting standards ). 

See td. (proposing not only careful benefits analysis, but also that EPA “explain 
why one set of savings , . .justifies regulation, whereas other sets of savings do nor’*). 
Justice Stephen Breyer has suggested that one approach would be for die Agency to 
base an acceptable level on “die public’s ordinary tolerance” of similar health risks. 
Whitman v. Am. Trucking Ass’ ns, 531 U.S. 457, 494 (2001) (Breyer. J„ concurring). 
Comparative risk analysis can be used to provide information about other benchmark 
risks. See M. Granger Morgan et al.. A Proposal for Ranking Risk Within Federal Agencies, 
m Comparing Environmental Risks 112-15 (J. Clarence Davies ed., 1996) (noting 
d\at ranking risks reveals society’s priorities about which risks are of immediate con- 
cern). For a discussion of some of the difficulties in defining an “acceptable” level of 
risk, see Adam Babich. Too Much Science tn Environmental Law, 28 COLUM. J. ENVTL. L. 
1 19. 146-57 (2003); Sanford E. Caines, Science . Politics, and the Management of Toxic Risks 
Through Law, 30 JURIMETRICS 271, 283 (1990): M archant & Danzeisen, supra note 321, 
at 548-57, 

MS • _ 

For a discussion of the weight given to die level of benefits, see Feller, supra 
note 127. at 873-74: 

[RJelativeJy large risks may be tolerated if diey yield comparably large bene- 
fits. With respect to air quality, the benefit of tolerating a certain level of air 
pollution is the pollution control expense saved by foregoing reductions in 
pollution below that level. ... [A] rational selection of an acceptable level of 
air quality requires consideration of die costs required to attain various levels. 

Id. 

Cf. Roy E. Albert. Carcinogen Risk Assessment in the U.S. Environmental Protection 
Agency, 24 CRITICAL REV. TOXICOLOGY' 75, 84 (1994) (“[TJliere is no acceptable risk in 
die absence of benefits. Risks al virtually any level can be ignored, depending on cir- 
cumstances."). 
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would also lead the Agency to reject risk reductions below the “ac- 
ceptable level” even when the costs of achieving them were trivial. 1 *' 

Of course, however desirable or undesirable an acceptable risk 
approach may be, EPA has so far not even uied to use it in setting or 
revising any of its NA\QS standards. The Agency has so far eschewed 
responsibility for offering a consistent account of its decisions, claim- 
ing that the range of health effects associated with criteria pollutants 
makes it too difficult to follow any “generalized paradigm” in explain- 
ing its NAAQS decisions. 54 ' As a result, it is hardly surprising that the 
recently revised ozone and PM standards will achieve markedly dispa- 
rate levels of health benefits. 54 

3. Avoid Unacceptable Costs 

A third approach to consistent risk management is the mirror im- 
age of the acceptable risk approach. Instead of focusing exclusively 
on benefits, the cost of a regulation should be the key factor. In other 
words, EPA could set its standards as low as possible while keeping the 
costs of compliance below an acceptable level. 

This approach typically has been couched in terms of feasibility' — 
what can be achieved without high costs or severe economic disrup- 
tions. 544 Saying that a standard is feasible implies that its costs are ac- 
ceptable. For example, OSHA is charged by statute with developing 
regulations to protect workers from exposure to toxic substances “to 
the extent feasible.” 544 Of course, just stating that a regulatory stan- 
dard is “feasible” or “infeasible” is rather imprecise. 5 * 1 However, just 
as agencies have defined the concept of acceptable risk by setting 


See Sunstein, supra note 18, at 377 (suggesting that when a nontrivial risk re- 
duction “would be a trivial expense, surely it should be required”); see also Int’l Union 
v. OSHA. 938 F.2d 1310, 1322 (D.C. Cir. 1991 ) ( M [E]ven a slight risk might be consid- 
ered significant if it could be reduced or eliminated at a cost (including costs of en- 
forcement and compliance) less than die resulting benefits”). 

640 See EPA, Ozone Final Rule, supra note 8, 62 Fed. Reg. at 38,883 (arguing 
against a “generalized paradigm" and for a case-bv-case approach to setting NAAQS) ; 
see also supra Part ll.A (describing EPA*s ad hoc approach to decision making). 

5+7 Supra Part tIJ>. 

ut 

See , e.g , , Sidney A. Shapiro Sc Thomas O. McGarity, Not So Paradoxical: The Ra 
tinnale for Technology- Based Regulation , 1991 DUKE L.J. 729, 741 (arguing that "society 
may choose to limit its protection of workers only at the point where the protection 
would cause industry substantial economic dislocation”); Wendy E. Wagner, The Tri- 
umph of Technology-Based Standards. 2000 U. ILL. L. REV. 83, 93-94 (defending a stan- 
dard-setting approach dial is based on the use of feasible technology) . 

w 29 U.S.C. § 655(b) (5) (2000). 

*" Sunstein, supra note 322, at 1691, 1703. 
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specific risk targets, they could similarly develop precise standards es- 
tablishing acceptable levels of costs and then reduce risk to the point 
at which compliance costs reached the specified level.” 1 

Such an approach, it should be noted, would disregard the bene- 
fits of risk standards. If a standard with exceedingly high costs (or that 
would cause severe economic disruption) would also save thousands 
of lives, then society almost certainly would be better off even if die 
costs might seem unacceptably high. 52 For example, government 
regulations eliminadng lead from gasoline resulted in hundreds of 
millions of dollars in annual costs and appeared to threaten not only 
layoffs in the industrial firms that produced lead additives but also 
gasoline shortages during the transition to unleaded fuels.” 3 Never- 
theless, these regulations also resulted in dramatic health benefits that 
substantially dwarfed the costs. !M If regulatory agencies had adhered 
to an approach that avoided all regulations that imposed costs exceed- 
ing a specified level or threatened economic dislocation, without any 


Regulators already use a cost ceiling as a trigger for certain legal requirements. 
For example, when a proposed regulation is expected to impo.se $100 million or more 
in annual costs, agencies are required to conduct formal regulatory impact analyses. 2 
U.S.C. § 1532(a)(2) (2000); src also Exec. Order No. 12,866, 58 Fed. Reg. 51.735, § 6, 
at 51,740-43 (Sept. 30, 1993) (outlining the cost-benefit analysis required for agency 
regulatory action). Professor Sunstein has suggested that agencies could define feasi- 
bility in terms of a specific number of bankruptcies, business closures, or job losses. 
Sunstein, supra note 322, at 1 703. 

See Sunstein, supra note 322, at 1701-02 (noting that regulations that are not 
“feasible” still can result in enormous social benefits). A ban on tobacco sales, for ex- 
ample. might be one such case where a seemingly infeasible governmental interven- 
tion arguably could be justified. See DAVID KESSLER, A QUESTION OF INTENT; A GREAT 
American Battle with a Deadly Industry 392 (2001 ) (*[T]he solution to the smok- 
ing problem rests with the bottom line, prohibiting the tobacco companies from con- 
tinuing to profit from the sale of a deadly, addictive drug.”). 

*’ Albert L. Nichols, Lead in Gasoline, in ECONOMIC ANALYSES AT EPA: ASSESSING 
REGULATORY Impact 49, 56-57, 59, 74 (Richard D. Morgenstem ed.. 1997). 

In its final RIA, EPA estimated that the benefits of the lead phase-down rule 
would be over ten times greater than the costs. RIA, supra note 300, at 7-1 , 12-1 . In a 
retrospective study conducted by EPA in the mid-1990s, the Agency’s average 
monetized estimate of health benefits from the elimination of lead emissions 
amounted to about two trillion dollars, with ninety-four percent of the reductions in 
lead emissions attributed to the phase-out of lead in gasoline. OFFICE OF AIR & 

Radiation, EPA. No. 41 0-R-97-002, Final Report to Congress on the Benefits and 
Costs OF the Clean air ACT, 1970 to 1990, at 17, 52 (1997) (hereinafter EPA, FINAL 
REPORT TO Congress], available ut http://www.epa.gov/air/sect8l2/chptrl_7.pdf. 
These benefits exceeded, by approximately four times, the estimated costs of nil the 
regulations EPA issued under the dean Air Act between 1970 and 1990 ($0.5 trillion), 
not just die costs of the lead phase-out. Id. at 8. 
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concern for the level of corresponding benefits, they may well have 
delayed or avoided phasing out lead additives in gasoline.' 5 

When regulatory agencies justify their risk management decisions 
based only on either costs or benefits, they can achieve consistent, 
principled decision making simply by using die same level of accept- 
able costs or risks across different rulemakings. Nevertheless, all die 
approaches we have discussed so far truncate the range of risk man- 
agement criteria and may therefore lead regulatory agencies, in some 
cases, to make decisions that make little, sense, even though they are 
consistent.'” Under the acceptable risk approach, however, agencies 
can affirm standards that impose significant costs without propor- 
uonal healdi protection gains. Under die acceptable cost approach, 
agencies can reject opportunities to achieve significant net social 
benefits simply because costs are high. 

4. Balance Costs and Benefits 

With precisely these kinds of perverse outcomes in mind, a fourth 
approach for risk management would take both benefits and costs 
into consideration and seek to achieve a consistent balance of the 
two.' By considering both costs and benefits, regulators could set 


The use of cost-benefit analysis in developing the lead phase-down rule has 
been credited with hastening the elimination of lead emissions: 

Without quantitative analysis, it would not have been possible to make a com- 
pelling case for the accelerated phase down because it would not have been 
possible to show how much more important lead in gasoline was relative to 
die vast majority of other rules competing for attention, many of which in- 
volved congressional or court-imposed deadlines, in contrast to lead. 

Nichols, supra note 353, at 78. The lead phase-down rule also took advantage of a 
market-like trading program designed to make the phase-down more cost-effective. 
Robert W. Hahn Sc Robert N. Stavins, Incentive-Based Environmental Regulation : A New 
Era from an Old Ideal. 1 8 ECOLOGY L.Q. 1,17 (1 991 ) , 

Sec Cogiianese. supra note 299, at 1223 ( distinguishing between instrumental 
and comparative coherence and the need to consider multiple dimensions of regula- 
tory policies). 

Vl See William H. Rodgers, Jr., Benefits. Costs, and Risks: Oversight of Health and En- 
vironmental Decisionmaking, 4 HaRV. ENVTL. L. Rev. 191, 214. 226 (1980) (evaluating 
the role for cost-benefit analysis in setting risk standards); Sunstein, supra note 322, at 
1691 (arguing that a reasonable approach to risk regulation involves a comparison of 
costs against benefits); Edward W. Warren Sc Cary E. Marchant , "More Good than Harm": 
A First Principle for Environmental Agencies and Reviewing Coints, 20 ECOLOGY L.Q. 379. 
419-25 (1993) (describing how courts have interpreted the reasoned decision making 
requirement in the Administrative Procedure Act to include at least a loose balancing 
of costs and benefits) . 
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risk management standards to maximize net benefits. 5 *’ Several envi- 
ronmental statutes other than the Clean Air Act actually require agen- 
cies to balance benefits and costs when they ate setting risk stan- 
dards/’' Indeed, absent statutory prohibitions to the contrary (such as 
nowin the Clean Air Act), regulatory agencies are directed by Execu- 
tive Order 12,866 to assess both costs and benefits of significant pro- 
posed regulations and to “propose or adopt a [new] regulation only 
upon a reasoned determination that the benefits of the intended 
regulation justify its costs.””" 

Of course, in practice, there will be important issues regarding 
measurement, valuation, and discount rates that must be treated con- 
sistently.'" 1 But this is true for any other approach to risk management 


For a general discussion of the use of cost-benefit analysis, see COST-BENEFIT 
Analasis: Legal, Economic, and Philosophical Perspectives (Matthew D. Adler Sc 
Eric A. Posner eds., 2001 ); RISKS. COSTS. AND LIVES SAVED: GETTING BETTER RESULTS 
FROM REGULATION (Robert W. Hahn ed., 1996); Robert W. Hahn Sc Cass R. Sunstein, 
A New Executive Order for Improving Federal Regulation ? Deeper and Wider Cost-Benefit Analy- 
sis , 150 U. PA. L. REV. 1489 (2002). 

See, e.g., 7 U.S.C. § 136a(c)(2) (2000) (requiring the EPA administrator to con- 
sider both the costs and benefits prior to adoption of regulations on pesticides); 15 
U.S.C. § 2605(c) (2000) (requiring EPA administrator to consider both costs and 
benefits in promulgating rules with respect to the regulation of hazardous chemicals): 
42 U.S.C. § S00g-l(b)(3)(C)(i) (2000) (requiring EPA administrator to seek public 
comment on the costs and benefits of 3 proposed maximum contaminant level for na- 
tional drinking water regulation). Even when the statute calls for balancing costs and 
benefits, the Agency possesses considerable discretion in how the balancing actually 
takes place, which may still permit the Agency to make incoherent, inconsistent, or 
costly decisions. See George Van Houtven Sc Maureen L. Cropper, W7 ien is a Life Too 
Costly to Save? The Evidence from U.S. Environmental Regulations. 30 J. ENVTL. ECON. Sc 
MGMT. 348, 367 (1996) (noting that even though “Congress may require that the costs 
of a regulation be balanced against the benefits, ... as long as EPA has discretion in 
the weights it assigns to costs and benefits, regulations issued under balancing statutes 
may still be very costly”) . 

K " Exec. Order No. 12,866, § 1(b)(6), 58 Fed. Reg. 51,785, 51,736 (Sept. 30, 
1993); see also td. § 6(a)(3)(C). 58 Fed. Reg. at 51.741 (detailing the required assess- 
ments of costs and benefits). The Unfunded Mandates Reform Act also requires agen- 
cies to prepare statements of costs and benefits of significant proposed rules. 2 U.S.C. 
§ 1532 (2000). The Act generally directs agencies in these rulemakings to adopt the 
“least costly, most cost-effective or least burdensome’' alternative that achieves die 
regulatory objective. Id. § 1 535(a) . 

*’ Set generally RAYMOND J. KOPP ETAL., COST-BENEFIT ANALYSIS AND REGULATORY 
Reform: An Assessment of the Science and the art 14-31 (Research for the Fu- 
ture, Discussion Paper No. 97-19, 1997) (reviewing the state of the art in cost-benefit 
methodology); Steve P. Calandrillo. Responsible Regulation: A Sensible Cost-Benefit. Risk 
Verms Risk Approach to Federal Health and Safety Regulation, 81 B.LL L. REV. 957, 986-1007 
(2001 ) (discussing some of die challenges of using cost-benefit analysis). For a discus- 
sion of the issue of the discount rate in particular, see Richard L. Revesz, Environmental 
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decision making, and regulators have developed guidelines for ap- 
proaching these operational issues in consistent ways. ~ Wien con- 
ducted responsibly, cost-benefit analysis can prove quite valuable in 
explaining regulatory agencies' decision making.’*’ It offers a consis- 
tent and systematic approach to risk management. 

What is most striking is that EPA has not only rejected a cost- 
benefit approach but also all of the other general policy principles for 
risk management. It has explicitly ruled out zero-risk and acceptable- 
risk approaches, and it has successfully argued that the Clean Air Act 
precludes it from adopting a feasibility or cost-benefit balancing ap- 
proach. Instead, EPA has taken an explicitly ad hoc approach. 865 


Rcguiutim. Cvst-Emcfti Analysis and the Discounting oj Human La/a, 99 COLUM. L. Rev. 
941 (1999). 

See EPA. No. 240-R-0(M)03, GUIDELINES FOR PREPARING ECONOMIC ANALYSES, 
FACT SHEET 1 (2000) (providing “a sound scientific framework for performing eco- 
nomic analyses of environmental regulations and policies”), available at http:// 
yosemite.ep3 .gov/ ee/epa/oed Jisf/ webpages/ guidelines Ji cml/file/ Fac tSheetpdf ; 
Memorandum from Jacob J. Lew. Director. Office of Management and Budget, to the 
Heads of Departments and Agencies, Guidelines to Standardize Measures of Costs and 
Benefits and die Format of Accounting Statements 3-16 (Mar. 22. 2000) (providing 
guidelines for the preparation of cost-benefit analyses), available at ht.tp:,//www. white 
house.gov/omb/ memoranda/ m00-08.pdf; see alto KOPP ET AL., supra note 361 , at 1 4-31 
(discussing the methodological issues surrounding cost-benefit analysis). 

See SUNSTE1N. supra note 168, at 65 (noting that “any reasonable judgmenL will 
ordinarily be based on some kind of weighing of costs and benefits”); Kenneth J. Arrow 
et al,. Is There a Role far Benefit-Cost Analysis in Environmental, Health, and Safety Regula- 
tion*, 272 SCIENCE 221, 221-22 (1996) (explaining the appropriate use of cost-benefit 
analysis). This does not mean tiiat a formal cost-benefit analysis will by itself determine 
where to set a standard hi any strict algorithmic sense, for there will be uncertainties 
associated with it as with any other kind of analysis. EPA has mistakenly accused critics 
of its ad hoc approach to NAAQS rulemakings as advocating “a determinate formula" 
that would “straightjacket" its discretion. EPA, 2001 D.C. Cir. Ozone Brief, supra note 
70, at 17-26. Reliance on a cost-benefit principle provides a coherent guide for agency 
discretion and a consistent basis for justifying its air quality standards. Such an ap- 
proach “could improve both die regulatory decisionmaking process by making it more 
transparent and die regulatory decision by allowing all relevant information to be con- 
sidered explicitly." Brief of Amici Curiae AEI -Brookings Joint Center for Regulatory 
Studies et al. at 12, Am. Trucking Ass ns v. Browner. 530 U.S. 1202 (2000) (No. 99- 
1426). 

See supra notes 165-66, 282 and accompanying text (noting that EPA has inter- 
preted die Clean Air Act to preclude consideration of economic costs or technical fea- 
sibility but not to require a zero-risk standard). 

See supra Part II A (highlighting EPA’s reliance on its ad hoc judgments rather 
dian a consistent set of principles to guide its NAAQS decision making) . 
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Given this predicament, it is by no means surprising that the 
EPA’s account of its recent NAAQS decisions has been so inconsis- 
tent At die core of EPA’s position lies a fundamental inconsistency: 
Tile Agency rejects any need to achieve a level of zero risk, but the 
reason to reject a zero-risk approach is its complete infeasibility.' 6 ' 
Thus, an important step toward achieving a more principled and con- 
sistent account of EPA’s air quality standard would be to free the 
Agency from its conceptual stiaightjacket. As we show in the next 


See SHRAD ER-FRECRK 1 TE , supra note 310, at 182 (arguing that any stance that 
rejects “systematic risk decisions . . . leaves room for arbitrary, dishonest purely politi- 
cal, or irrational hazard assessment* ) . 

See John S. Applegate, The Perils of Unreasonable Risk: Information, Regulatory Pol- 
icy, and Toxic Substances Control, 91 COLUM. L. REV. 261, 275 (1991) (noting the “diffi- 
culty of determining an appropriate nonabsolule level of safety in the absence of cost 
considerations’*); Christopher H. Schrceder. In the Regulation of Manmade Carcinogens, If 
Feasibility Analysts is the Answer, What is the Question?, 88 MICH. L. REV. 1483, 1493 
(1990) (“Any regulation short of the zero-risk paradigm depends upon there being 
some countervailing value, one that conflicts with pure [risk] prevention, that merits a 
role in policy formation.”): Sunstein, supra note 18, at 378 (“[I] t is impossible to assess 
‘safety' in a cost vacuum.”); cf. LON L FULLER, THE MORALITY OF LAW 179 (1964) 
("[ PJroblems of weighing costs run throughout our legal and political life”). Even the 
decision to pursue an acceptable risk approach and to set tliat level at something above 
zero would seem implicitly to recognize the need to balance health protection with 
economic costs or other considerations. Of course, as Justice Brever has pointed out, a 
concern for infeasibility need not be entirely unrelated to a concern for public health. 
Brcyer conceded that eliminating all risk would be “impossible,** but suggested that 
EPA could defend its rejection of a zero-risk approach on health considerations since 
“[p]reindus trial society was not a very healthy society . . . [and therefore] a standard 
demanding the return of die Stone Age would not prove ‘requisite to protect the pub- 
lic health.’" Whitman v. Am. Trucking Ass’ns, 531 LbS. 457, 494, 496 (2001) (Brcyer, 
J. f concurring). EPA has not taken seriously the “minimize risk” approach suggested 
by Justice Breyer, supra note 320 and accompanying text, since adhering to such an 
approach would necessitate that EPA take into account the possible health effects asso- 
ciated with the costs its regulations impose on the economy. Since the Agency’s posi- 
tion is that it does not take costs into consideration at all in setting air quality stan- 
dards, then it cannot consider the possibility that “the economic cost of implementing 
a very stringent standard might produce health losses sufficient to offset the health 
gains achieved in cleaning the air.” Whitman, 531 U-S. at 466. For discussions of the 
estimated health effects associated with the costs of regulation, see ROBERT W. HAHN 
et.al.. Do Federal Regulations reduce Mortality? 12-22 (2000); Frank B. Cross, 
When Environmental Regulations Kill : The Role of Health/Health Analysis, 22 ECOLOGY L.Q. 
729, 772-84 (1995); Ralph L. Keeney. Mortality Risks Induced by the Costs of Regulations, 8 
J. RISK & UNCERTAINTY’ 95, 97-109 (1994); Randall Lutter et al„ The Cost-Per-LifeSaved 
Cutoff for Safety-Enhancing Regulations, 37 ECON. INQUIRY 599 (1999); Paul R. Portney 8c 
Robert N. Staviiis, Regulatory Review of Environmental Policy: 'The Potential Role of Health- 
Health Analysis, 8 J. Risk 8c UNCERTAINTY 111,1 15-19 (1994); W. Kip Viscusi, Risk-Risk 
Analysis, 8 J. Risk 8c UNCERTAINTY 5, 9-12 (1994); Ralph L. Keeney 8c Kenneth Green, 
Estimating Fatalities Induced by Economic Impacts of Ozone and Particulate Stan- 
dards 6-11 (June 1997) (unpublished manuscript, on file with author), available at 
http:/ / www.rppi .org/ environment/ ps225.html . 
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Section. EPA most certainly does consider feasibility and costs when 
setting its air quality standards, even though it claims otherwise. By- 
acknowledging the fiction that its risk management decisions are 
made regardless of cost considerations, EPA could pave the way for a 
clear, systematic justification for its NAAQS decision making.* 66 

B. Abandoning the Fiction of Ignoring Costs 

The estimated costs of the recently revised ozone and particulate 
matter standards make them among die most expensive federal regu- 
lations ever promulgated in the history of the United States. EPA es- 
timated that by 2010 the standards would impose incremental costs 
exceeding forty-five billion dollars per year' — an amount larger dian 
die combined annual cost of all die other Clean Air Act regulations in 


See Pierce, supra note 1 34, at 1 255 (“I do not believe it is possible to make many 
regulatory decisions in a rational manner without considering costs in some way"). 

EPA estimated that the costs of full attainment of its revised ozone and particu- 
late matter NAAQS would be about $47 billion per year ($9.6 billion for ozone and $37 
billion for PM) by 2010. RIA. supra note 300. at 9-1 . EPA was only able to identify 
technologies that could partially attain the oz.one and PM standards; thus, it simply as- 
sumed that new technologies will he developed in the future that will enable fall at- 
tainment of the two standards at a cost of $10,000 per ton. Id. at ES-9. Other cost es- 
timates that relaxed this assumption and addressed technological change empirically 
were substantially higher. For example, the President's Council of Economic Advisors 
estimated that the costs of the ozone standard alone could approach $60 billion per 
year. See Peter Passell, The Air Standards Are Set, hut Haw Clean Is Clean Enough ?, N.Y. 
TIMES. July 3, 1997, at D2 (citing an estimate that meeting the ozone standard could 
cost $1 1 to $60 billion per year) ; see also RANDALL L UTTER, IS EPA’S OZONE STANDARD 
FEASIBLE? 1 1 (AEI-Br cokings Joint Ctr. for Regulatory Studies, Regulatory Analysis 99-6 
1999) (finding that compliance with EPA's ozone standard would be seven-fold more 
expensive than EPA estimated for most cities, and would be infeasible for one city), 
available at http:/ /www.aei .brookings.org/ admin/ authoipdfs/page.php?id i =93; ANNE 
E. Smith et al., Costs, Economic Impacts, and Benefits of EPA's Ozone and 
Particulate standards 2 (Reason Pub. Pol’y Inst., Policy Study No. 226, 1997) (es- 
timating that compliance costs will range from $20 billion to $60 billion per year for 
the ozone standard and $70 to $150 billion per year for the PM r> standard), available at 
http://www.rppi.org/environment/ ps226.htmI; Darrell A. Winner Sc. Glen R. Cass, Ef 
feet of Emissions Control on the LongTeivn Frequency Distribution of Regional Ozone Concentra- 
tions, 34 ENVTL. SCI. & TECH. 2612, 2617 (2000) (deducing that compliance with the 
new 0.08 ppm ozone standard would be physically impossible even with die most strin- 
gent emissions controls). Of course, some have hypothesized that as a general matter 
ex ante estimates of regulator)' compliance costs may tend to be overstated to some 
extent. For a discussion of research on the accuracy of compliance cost predictions, 
see Cary Coglianese, Empirical Analysis and Administrative Law. 2002 ILL. L. REV. Jill, 
1 121-22; Richard B. Stewart, A New Generation of Enxrircmmental Regulation ?, 29 CAP. U. L. 
Rev. 21. 15-48 (2001). 
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effect at the time.’ The high costs of the air quality standards might 
appear to support EPA’s claim that it did not consider costs in setting 
the standards. Yet, these high costs notwithstanding, it is widely ac- 
knowledged that the EPA does, ancl indeed must, consider costs when 
deciding where to set air quality standards.’ 71 


EPA has estimated annual costs of $19 billion (1990 dollars) resulting from all 
of die Clean Air Act’s requirements during the period from 1990 to 2000, an analysis 
that excluded the costs of the recent ozone and particulate matter NAAQS revisions. 
EPA. The Benefits and Costs of the Clean Air Act 1990 to 2010, at iii (1999), 
available at http:/ Avww.epa.gov/osir/sect81 2. In its retrospective study of the costs and 
benefits of the Clean Air Act from 1970 to 1990, EPA estimated the annual compliance 
costs associated with all its air pollution regulations ranged from $19.0 to $25.7 billion. 
EPA. final Report to Congress supra note 354. at A-15. 

~ n EPA. Supreme Court Respondents Brief, supra note 60, at 44 (asserting in a 
heading that "The Administrator Did Not Base Her NAAQS Decisions On Considera- 
tion Of Compliance Costs."). 

See, e.g., Graham Testimony, supra note 116 ("When multi-billion dollar rule- 
making decisions arc made, it is inevitable dial regulators will consider the conse- 
quences of their actions as well as die reasonableness of die reladonship between risks, 
benefits and costs.”); DAVID L. FAIGMAN. LEGAL ALCHEMY: THE USE AND MISUSE OF 
SCIENCE in THE Law 1 S3 (1999) ("In practice, therefore, despite die legal technicality 
limiting EPA to promulgating regulations solely to promote health, costs are an inte- 
gral part of the policy-making process at EPA.”); LANDY ET AL., supra note 108, at 238 
(*[I]n the absence of any threshold for risk, some balancing between costs and bene- 
fits had to be implicit in the standard setting decision — a reality EPA neither acknowl- 
edged nor forced the Congress to confront.*'); THOMAS O. McGARJTY, REINVENTING 
Rationality-. The Role of Regulatory Analysis in the federal Bureaucracy 253 
(1991) ("[EPA] has considered costs and benefits, and the advice that the Administra- 
tor receives orally from subordinates reflects those considerations."); MELNICR. supra 
note 155, at 297 ("Regulators inevitably consider cost [in setting air quality standards). 
But presendv they cannot explain how they do so"); David W Barnes, Back Door Cost- 
Benefit Analysis Under a Safety-First Clean Air Act, 23 NAT. Res. J. 827, 856 (1983) (criticiz- 
ing the "subterfuge of back door cost-benefit analysis" in setting clean air standards); 
George Eads, The Confusion of Goals and Instruments: The Explicit Consideration of Cost tn 
Setting National Ambient Air Quality Standards, in TO BREATHE FREELY': Rl.SK, CONSENT, 
AND AIR 222. 229 (Mary Gibson ed. t 1985) (noting that it is a "policy fiction" that costs 
are not considered in setting NAAQS); Feller, supra note 127, at 833 ("If all costs were 
truly ignored, then no nsk would be acceptable."); Barbara A. Finamore Sc Elizabeth E. 
Simpson, Ambient Air Standards for Lead and Oione: Scientific Problems and Economic Pres- 
sures, 3 HARV. ENVTL. L. Rev. 261. 274 (1979) ("JJSlconomic pressures were obviously 
present and arguably influential in the formulation of die new ozone [ 1979] and lead 
[1978] standards,"): C. Boyden Gray. The Clean Air Act Under Regulatory Reform. 11 TUL. 
ENVTL. L.J. 235. 235 (1998) (“The plain fact is that die EPA has for a long time consid- 
ered costs and benefits in setting ambient standards — only it has done so behind 
dosed doors . . . .”); James E. Krier, On the Topology of Uniform Environmental Standards 
tn a Federal System — and Why it Matters, 54 Md. L. REV. 1226, 1231 n.12 (1995) (“Con- 
gress has nominally insisted dial costs be ignored in setting most environmental stan- 
dards ... even though everyone knows diis is a fiction."); Howard Latin, Regulatory 
Failure, Administrative Incentives, and the Nru> Clean Air Ad, 21 ENVTL. L. 1647, 1658 
(1991) (observing “EPA’s great reluctance to cause serious social dislocation, even if 
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EPA has certainly acknowledged the significant economic impacts 
of its NAAQS decisions. ' Even the amicus briefs filed in favor of EPA 
in the recent. NAAQS litigation admitted that the EPA Administrator 
“will naturally have before her information on the implementation of 
standards even as she sets them.” 574 This awareness of the costs ap- 
pears to have influenced the Agency’s decision making by creating a 
reluctance to make standards too stringent, even when doing so would 
provide still greater public health protection. 5 * After all, as Professor 


that result appears clearly mandated by the statute”); Gary E. Mar chant, Turning Two 
Blind Eyes: The EPA s Failure to Consider Costs and Health Disbenefits in Ret using the Otone 
Standard, 1 1 TUL. ENVTL. L.J. 261, 268 (1998) (stating that EPA failed “to 'coine dean* 
about the true nature of its decision-making”); Oren, supra note 18. at. 10,662 ("EPA 
inevitably must therefore consider costs in standard-setting to help decide how strin- 
gent to make the standards.”); Pierce, supra note 134. at 1239 (”[A]11 participants in 
this decision making process know [that] the EPA Administrator always considers costs 
when making decisions pursuant to [the Clean Air Act] section 109.”); Pierce, supra 
note 18, at 85 (“1 am confident that the EPA did, in fact, consider its CBA [cost-benefit 
analysis] of the ozone and particulate rules, notwithstanding its claims to the con- 
trary.”); Sunstein, supra note 18, at 308 (“There is reason to think that at least in some 
cases, an understanding of costs has affected EPA's decision about appropriate stan- 
dards — but that the cost-benefit balancing has been left implicit and free from public 
scrutiny and review.”); Sunstein, supra note 20, at 1 1 (noting “the apparent fact, urged 
by credible observers, that the EPA had in fact considered costs, although tacitly and 
without public supervision”); ALAN J. KRUPNICK Sc DEiRDRE FARRELL, SL\ STEPS TO A 
Healthier Ozone POLICY 6 (Resources for the Future, Discussion Paper 96-13, 1996) 
(“[CJosts must implicitly be playing a role”), available at. http://wwwjff.org/Tff/ 
Documents/ RFF-DP-96-13.pdf. Without confronting either the academic record or 
the logical necessity of EPA at least implicitly considering costs in setting NAAQS, the 
Supreme Court dismissed the argument that EPA was “secretly considering the costs of 
attainment without telling anyone" as mere speculation. Whitman V. Am. Trucking 
Aw’ns.531 U.S.457,471 n.4 (2001). 

See. e.g., EPA. 1993 Ozone Decision, supra note 192. at 13,013 (noting that “im- 
plementation of the NAAQS can have profound economic and social as well as envi- 
ronmental consequences”); EPA. 1979 Ozone Rule, supra note 196, 52 Fed. Reg. at 
8213 (admitting that “controlling ozone to very low levels is a task that will have sig- 
nificant impact on economic and social activities”); Oren, supra note 18. at 10,662 
(stating that "EPA decisionmakers have admitted that they examine cost data when 
deciding on the levels of the standards.”). The estimated costs of the air quality stan- 
dards have been included in the Federal Register notice, signed by the Administrator. See, 
e.g., EPA, Ozone Proposed Rule, supra note 241 , 61 Fed. Reg. at 65,746 (showing esti- 
mates of NAAQS benefits and costs) . 

74 Massachusetts and New Jersey Brief, supra note 161, at 44; see also McGaRTTY, 
supra note 372. at 162 (noting that “[t]he artificiality of [EPA's] attempt to shieJd the 
decisionmaking process from analysis is apparent”) ; EPA, Douglas M. Costle: Oral His- 
tory Interview, http://www.epa.gov/history/publications/print/costle.htm (last up- 
dated June 10, 2002) (acknowledging that the former EPA Administrator considered 
costs in his decision-making process over the 1 979 ozone NAAQS revisions) . 

See supra Part II.R-C (indicating that EPA could have saved thousands of addi- 
tional lives per year by setting more stringent standards). 
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Joseph Feller, a former EPA attorney, has noted, “[i]f all costs were 
truly ignored, then no risk would be acceptable." 3 " 

Even if the Administrator did not explicitly consider the cost esti- 
mates drat EPA analysis had gone to great lengths to prepare, she and 
her staff could not have been unaware that the regulations EPA 
promulgated were among the most expensive ever adopted. 3 After 
all, an implicit recognition of cost considerations would seem to be 
the only way to explain EPA’s new standard for fine PM.™ Tire only 
apparent reason why EPA would accept thousands of additional pre- 
dicted deaths per year was because of concern about the costs of 
tightening die standards even further™ which would have imposed 
unacceptable economic burdens on society/ 80 

In explaining its decision to reject the tougher PM standard. EPA 
asserted that setting more stringent standards “might result in regula- 
tory programs that go beyond those that are needed to effectively re- 
duce risks to public health.” 481 But under a precautionary approach 
drat is supposed to “err on the side of safety,” the mere possibility that 


Feller, supra note 1 27, at 833; see also Eads, supra note 372, at 228 (“No level of 
ambient exposure above zero could be ruled out if consideration was given just to 
health effects.” ). 

Furthermore, the intensity of industry lobbying efforts undoubtedly signaled to 
EPA the economic impact at stake in its decisions. See Jason Scott Johnston, A Game 
Theoretic Analysis of Alternative In stitutwns for Regulatory Cost-Benefit Analysis, 150 U. Pa. L. 
REV. 1343, 1353 (2002) (deploying a game-theoretic model to show that even where 
agency is precluded from taking costs into account, “the agency generally will internal- 
ize some of the compliance costs its regulation will impose” through the political proc- 
ess of rulemaking) . 

>7S Supra Part II.B. 

See Sunstein, supra note 18, at 31 7 n.5l (“EPA’s failure to require more strin- 
gent regulation of particulates provides some evidence of cost consideration. On 
EPA's own numbers, more stringent regulation might have provided $4 billion in in- 
creased benefits .... If these benefits were possible, why did EPA not require greater 
stringency, if not because of some cost consciousness?”). 

A recent New England Journal of Medicine editorial, which accompanied a re- 
view generally supportive of EPA’s scientific analysis of PM.,,., stated that significant fur- 
ther reductions in the 24-hour PM* 5 standard would have been particularly burden- 
some, if not impossible. James H. Ware, Particulate Air Pollution and Mortality — Clearing 
the Air, 343 NEW ENG. J. MED. 1 798 (2000). The article states that; 

The epidemiologic evidence suggests that the association between fine- 
particle concentrations and mortality is linear across die entire range of cur- 
rent concentrations. Although substantial reductions can be achieved at a 
reasonable cost, a reduction in 24-hour exposures to levels consistently below 
the current range would be prohibitively costly, if not impossible, in the fore- 
seeable future. 

Ids at 1 799. 

^ EPA, PM final Rule, supra note 9, 62 Fed. Reg. 3t 38,675 (emphasis added). 
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a start date! “might" exceed the level of health protection “needed" 
should not prevent the Agency front adopting it.' ' Indeed, by defini- 
tion, erring on the side of safety would require going beyond what 
might appear to be needed. 

EPA advanced a similar argument in its petition for rehearing in 
the D.C. Circuit, stating that section 109 requires dial a NAAOS stan- 
dard be set at a level “necessary for public health protection: neither 
more nor less stringent than necessary, but ‘requisite.’’’ 51 ” Given that 
particulate matter appears to present a continuum of risk down to 
background levels (or at least to levels well below EPA’s selected stan- 
dard), it is far from clear how Ute .Agency can show that its selected 
standard was neither more nor less stringent than necessary. Each in- 
crement of additional stringency will protect against some additional 
unit of risk (some perhaps unknown or uncertain). In the case of fine 
PM, additional stringency would have protected against additional 
human mortality predicted by the Agency's own risk assessment. 584 If 
standards are supposed to be set solely to protect public health, and if 
the Agency is supposed to be precautionary by erring on the side of 
safety, then it is not possible under EPA's risk model to have a PM 
standard that was too stringent, ” Indeed, a more stringent standard 
would have been “necessary” to prevent the loss of thousands of addi- 
tional lives, according to the Agency's own analysis. !tc When this evi- 
dence is taken into consideration, there is no escaping the conclusion 
that there must have been some other factor — presumably cost — that 
kept EPA from lowering die standard even further ' 


See supra notes 194-95 and accompanying text (citing EPA’s Supreme Court 
brief, which stated that, the predominant purpose of its standards was to be preventa- 
tive and precautionary) . 

* EPA. Petition for Rehearing, supra note 258, at 8. 

584 Supra Part Il.B. 

In the case of non-threshold pollutants, where discernible harm to human 
healdi is believed to occur down to levels just above zero, that by definition no level 
can be said to be completely “safe.“ thus eliminating any room for erring on the side of 
safety. See Pierce, supra note 1 8, at 74 (describing non-threshold pollutants as having 
“no level at which (they'] do not kill some people”); supra notes 128. 131-34 and ac- 
companying text (discussing dte policy implications of regulating non-threshold ail- 
pollutants). 

See supra text accompanying notes 209-17 (discussing how up to 860 additional 
lives in Philadelphia and 1080 lives in Los Angeles would have been saved with more 
stringent standards) . 

As the National Academy of .Sciences and National Academy of Engineering 
concluded in a 1974 report to Congress, in setting air quality standards “|t]here is no 
escape from a reasoned judgment, containing an unavoidable subjective element, as 
to the level at which the possible benefits from reducing pollution further no longer 
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Given that EPA almost certainly considers costs implicitly when 
determining the level of its standards, the question arises whether so- 
ciety would be better served if the Agency began to consider cost esti- 
mates explicitly. 1 Express consideration of cost data may provide 
important information that can be used to set standar ds that are more 
cost-effective without sacrificing health protection. This is because 
costs and benefits from air quality standards, like other regulatory 
standards, may exhibit discontinuities and nonlinearilies that can only 
be discerned through careful analysis of cost functions. For example, 
EPA’s draft Regulatory Impact Analysis (RJA) for ozone, published ai 
tire time of tire Agency’s proposed rule, indicated that an eight-hour 
ozone standard set at 0.08 ppm based on the fifth rather than the 
fourth highest annual concentration would provide roughly equiva- 
lent health protection but at approximately twenty percent lower 
cost. This analysis suggests that there is a disconnect in the cost- 
effectiveness of tightening the standard from the fifth to the fourth 
highest annual concentration. Had EPA been able to consider this 
evidence openly and explicitly, the Administrator could have based 
the standard on the fifth highest annual concentration and saved the 
nation over SI billion per year without sacrificing health protection." 1 ' 

Such an open consideration of costs would not only likely ensure 
more cost-effective policy decisions, it would also better serve some of 


justify the high probable costs of bringing about such further reduction.” NAS/NAE, 
supra note 1 32. at 1 8. 

See Barnes, supra note 372. at 857 ("Given the presence of a cost-minded ad- 
ministration, society might be better off with explicit cost-benefit, analysis in setting the 
air quality standards from tile start and abandoning as giving an inferior result the 
safetv-first approach.”) . 

Partial attainment costs would decrease from $1.10 to $0,89 billion per year. 
RJA, sw pra note 800, at 7-12. EPA’s analysis also indicates that there would be little, if 
any, health decrement in basing the standard on the fifth highest annual concentra- 
tion. EPA calculated that total monetized health benefits would actually increase if the 
standard was based on the fifth rather than the fourth highest annua] concentration 
under one method of controlling for PMj. benefits, while slightly decreasing under an 
alternative method. Id. at 12-16; see also OZONE StAl-T PAPER, supra note 163, at 212 
("Risk analyses . . . indicate that for most of tire health endpoints analyzed there is little 
difference in health risk, at a given level of the standard, within the ranges of 1- to 5- 
expected-exceedances and the second to the fifth highest 8-hr daily maximum concen- 
tration forms of the O, primary standard”). 

EPA’s RIA calculated the cost savings of a standard based on the fifth rather 
than the fourth highest annual concentration for partial attainment of the ozone stan- 
dard, but not full attainment. But given that EPA estimated that the fifth highest con- 
centration would save $0.2 billion of the $1.1 billion attainment costs, it would almost 
certainly save over $1 billion of EPA’s estimated $9.6 billion full compliance estimates. 
RIA. supra note 300. 
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the core principles that undergird admirtistradve law. As John Gra- 
ham has noted, EPA's “legal fiction” of not considering costs when set- 
ting NAAQS “reduces polidcal accountability for value judgments and 
political choices, [and] hides from public scrutiny claims that are 
made about risks, benefits and costs (since such claims are driven 
‘underground’ in the course of regulatory' deliberations).” " 1 Pul 
more simply, as Professor David Faigman has recently argued, the 
“real loser in the PM/ozone drama was candor.’’ 5 ” By framing the 
standard-setting decision as one for which costs cannot be taken into 
consideration, EPA, Congress, and the courts have endorsed a mis- 
leading and ultimately fictional basis for setting air quality stan- 
dards. H 

In testimony to Congress on the revised ozone and PM standards, 
EPA Administrator Carol Browner argued that “to allow costs and re- 
lated factors to influence the determination of what levels protect 
public health would be to mislead die American public in a very 


See supra notes 1, 5 and accompanying text (describing the fundamental prin- 
ciple of administrative law as reasoned decision making), 
jos 

Graham, supra note 116. Graham also writes that: 

Although regulators might prefer to pass the buck by hiding behind a cloak of 
quantitative risk assessment, it is important for a representative democracy to 
deliberate explicitly about the political aspects of chemical regulation. If 
regulators are not compelled to be explicit about die nature of their policy 
judgments, then it is unlikely that an informed public discussion of ethics and 
values will occur. 

GRAHAM ET AL., supra note 89. at 198; see also Barton H. Thompson, Jr., People or Pratrrt 
Chickens: The Uncertain Search /or Optimal Biodiversity , 51 STAN. L. REV. 1127, 1156 
(1999) (concluding, in a related context, diat “no one can argue diat our current sys- 
tem of covert, indirect consideration of costs is better than open and direct considera- 
tion”). 

FAIGMAN, supra note 372, at 187; see also id. (“The debate was phrased almost 
entire!) in terms of science when die science played a decidedly minor role in die ac- 
tual decision .... Science should not be used to hide what are essentially the true 
bases for decision.” ) . 

S«?J. Clarence Davies & Jan Mazurek, Pollution Control in the United 
STATES: EVALUATING THE SYSTEM 30 (1998) (“Statutory prohibitions of considering 
costs in setting environmental standards encourage dishonest, pseudoscientific debates 
that are really about policy choices (that is, who will we protect, and from what).”); 
LANDYET AL., supra note 108, at 316 (lamenting that F.PA has "sought refuge” in “the 
Clean Air Act’s prohibition against using cost considerations to decide on standards" 
and diat “(a]s a result the public often has an unrealistic picture of environmental un- 
certainty”); Eads, supra note 372, at 231 (noting that EPA’s refusal to consider costs 
explicidy means that die public sees "only the shadow, not the substance” of EPA’s de- 
cisions); Portney, supra note 166, at 77, 117 ("[IJt seems disingenuous to have a law 
that has been interpreted to prohibit costs from being considered in setting the 
NAAQSs when, in fact, virtually everyone knows that costs do — and should — get fac- 
tored into decisionmaking anyway”) . 
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fundamental way.”** Yet, as we have indicated, when EPA considers 
costs at least impllcidy in setting air quality standards, and then denies 
that it is doing so, it is actually the Agency’s refusal or inability to re- 
veal the hill basis for its decision making that “misleads the American 
public.'” 6 


C. Reforming EPA « Air Quality Risk Management 

What steps can be taken that might lead EPA to adopt a more 
candid and coherent account of its risk management decision mak- 
ing? One possible option would be to look to the courts, while an- 
odrer would be to encourage greater awareness of the limits of science 
in risk management by Agency scientists, policy advisors, and decision 
makers. As we discuss below, however, each of these options is un- 
likely to result in any real improvements in the foreseeable future 
given the prevailing construcdon of the Clean Air Act. Under the Su- 
preme Court’s interpretation of die Act, the Agency is essentially 
locked into an ad hoc approach to its standard setting. ' We con- 
clude that if the aspiradon of well-reasoned agency decision making is 


Clean Apt Act? Ozone and Particulate Matter Standards: Hearings Before the Subccnmn. 
o?i Clean Air. Wetlands, Private Prop., and Nuclear Safety of the Senate Env't and Pub. Works 
Comm., 105th Cong. 282 (1997) (statement of Carol M. Browner, Administrator, EPA). 

It is not enough simply to say that EPA can always take costs into account when 
the states develop implementation plans seeking to bring their air quality into compli- 
ance with the national standards. See Whitman v. Am. Trucking Ass’ns, 531 U.S. 457, 
470 (2001) (suggesting that, by statute, die appropriate place to consider costs and fea- 
sibility is in die state implementation process) . While there is nothing wrong with tak- 
ing costs into account duiing implementation, die fact that costs can potentially be 
considered later does not resolve the core question of how EPA should set the national 
standards that the slates must implement. Consideration of costs during implementa- 
tion cannot provide a principled explanation for how EPA sets those standards, any 
more dian die justice of a law imposing the death penalty for parking tickets can be 
established by pointing to die potential for jury nullification. Moreover, even if costs 
were considered during state implementation, this would at best only partially address 
the economic impacts of die standards, for the Clean Air Act requires the automatic 
application of certain regulatory requirements in nonattainment areas and states have 
no authority to grant exemptions from these requirements. See supra note 115 and ac- 
companying text (noting that areas of the country failing to attain air quality standards 
are subject to more stringent regulations). 

Admittedly, even under the existing interpretation of the Clean Air Act, EPA 
could have improved the comparative coherence of its recent NAAQS revisions by opt- 
ing to aim for a consistent level of residual risk (or a consistent level of health bene- 
fits) . In other words, adhering to a predetermined level of risk could have reduced the 
incoherence between die ozone and PM standards. Supra Part II.D. This still would 
leave unanswered, however, how to justify the predetermined risk level (as opposed to 
other levels), a decision that would essentially remain ad hoc if costs or feasibility are 
not considered. 
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lo become a reality for risk management of non-threshold air pollut- 
ants. Congress will need to step in to authorize and encourage EPA to 
break free from its current, incoherent approach. The Clean Air Act 
itself will need amendment if EPA is ever to pursue a principled ap- 
proach to air quality standard setting. 

Judicial review once would have been considered an option for 
encouraging EPA to adopt a more candid and consistent justification 
for its decision making. The availability of judicial review long has 
been viewed as a mechanism for ensuring that regulatory agencies 
provide reasoned explanations for their actions. " In judging agency 
decisions under the arbitrary and capricious standard of the Adminis- 
trative Procedure Act,' 5 ’ courts are expected to make a “searching and 
careful” review of the agency record and to dismiss “post hoc ration- 
alizations” offered by the agency. 41 The prevailing doctrine imposes a 
“strict and demanding requirement” on an administrative agency that 
it “must cogently explain why it has exercised its discretion in a given 
manner." 4 ' 1 Moreover, even though many judges may lack the exper- 
tise to scrutinize scientific research, they should be able to determine 
where an agency’s science ends and its policy reasoning needs to 


See, t.g.. Motor Vehicle Mbs. Ass'n v. State Farm Mut. Auto. Ins. Co.. 463 U.S. 
29, 43 (1983) (applying the “arbitrary and capricious" standard and holding that die 
agency must “articulate a satisfactory explanation for its action"); Citizens to Preserve 
Overton Park. Inc. v. Volpe. 401 U.S. 402, 415-17 (1971) (subjecting administrative ac- 
tion to “a thorough, probing in-depdi review" to ensure it is not arbitrary or capri- 
cious); Air Transp. Ass n of Can. v. FAA, 254 F.3d 271. 279 (D.C. Cir. 2001) ("[W]ith 
its delicate balance of thorough record scrutiny and deference to agency expertise, 
judicial review can occur only when agencies explain their decisions with precision."); 
Am. Petroleum Inst. v. EPA. 216 F.3d 50, 58 (D.C. Cir. 2000) (holding diat an EPA de- 
cision was arbitrary and capricious "because the agency failed to provide a rational ex- 
planation for its decision"); set also JERRY L. MASHAW, BUREAUCRATIC. JUSTICE: 
Managing Social Security Disability Cijums 50 (1983) (observing that must of 
“administrative law has to do with judicial oversight of administrative rationality"). 

5 U.S.C. § 706(2) (A) (2000) ('The reviewing court shall . . . hold unlawful and 
set aside agency action, findings, and conclusions found to be . . . arbitrary, capricious, 
an abuse of discretion, or odierwise not in accordance with law 
m Overton Park. 401 U.S. at 416, 419. 

w: State Farm, 46S U.S. at 48; %a also SEC OF ADMIN. L. & REG. PRAC., AM. BAR 

Assn. The .Administrative Procedure Act Project: Final Black Letter 

STATEMENT 23 (2001 ) (noting that courts may reverse an agency action when it “is un- 
supported by any explanation or rests upon reasoning that is seriously flawed" or 
where "|t]he action is. without legitimate reason and adcqu3Lr explanation, inconsis- 
tent with prior agency policies or precedents") [hereinafter ABA, BLACK LETTER 
STATEMENT! , available «*<http://www/ abanet.org/adminlaw ' apa/home.html. 
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begin, and, thus, compel the agency to justify its risk management 
choices with coherent reasoning. 4 ' 

Although an entrenched doctrinal tradition in American adminis- 
trative law requires agencies to give reasoned explanations, 4 * 5 there 
also exists an equally substantial tradition of judicial deference to 
agency action. 404 Notwithstanding widely held claims that judicial re- 
view under the arbitrary and capricious standard has ossified the 
rulemaking process, judges actually only review a small fraction of 
agency rules and, typically, defer to administrative agencies in con- 
ducting such review. 4 *' Moreover, even though the courts have 


See ABA, BLACK LETTER STATEMENT, supra note 401 , at 20 (noting that courts 
commonly “review agency' findings that may be termed factual but actually embody a 
degree of norma five judgment”); Bazelon, j upra note 42, at 279 (“( A] t the interface of 
fact and value, courts can help ensure that die value component of decisions is explic- 
idy acknowledged, not hidden in quasi-sciendfic jargon.”). Wendy Wagner suggested 
an amendment to the Administrative Procedure Act requiring regulatory agencies to 
clearly demark scientific from policy judgments. See Wagner, supra note 1 1, at 1711 
(suggesting that such an amendment would "correct die courts* current inclinadon to 
interpret the APA to require more, rather than less, quantitative and tec! ini cal justifi- 
cations"). Wliile such an amendment might lie helpful, it does not seem necessajy. 
since a reviewing court presumably should be able to strike down a regulation as arbi- 
trary and capricious if the agency misrepresents a policy decision as a scientific deter- 
mination. 

This general administrative law tradition lias been reflected in judicial deci- 
sions reviewing air quality' standards. Set sujtra note 5. 

Set, e.g.. Natural Res. Def. Council v. EPA, 902 F.2d 962, 968, 973 (D.C, Cir. 
1990) (stating diat the court must “defer to the agency ’s interpretation of equivocal 
evidence, so long as it is reasonable," when reviewing predictions that are witlun the 
agency’s area of expertise and at die frontiers of science); Etiiyl Corp. v. EPA, 541 F,2d 
1 . 34 (D.C. Cir. 1976) (characterizing die arbitrary and capricious standard of review as 
“a highly deferential one* that “presumes agency action to be valid”). 

4 ”' St* Coglianese, supra note 369, at 1129 ("[I ]t appears dial judicial review blocks 
the EPA from taking action in only about 0.5% of all its rulemakings."). Overall, the 
D.C. Circuit upholds EPA rulemakings in their entirety almost as often as it finds even 
3 single reason to remand the rule to the 3gcncy. See Cary Coglianese, Assessing Con- 
sensus: The Promise and Performance of Negotiated Rulemaking, 46 DURE L.J. 1255, 1308419 
n.249 (1997) (noting th3t, from 1979 to 1990, EPA rules were affirmed in their entirety 
in fifty-one percent of the cases decided by the D.C. Circuit): Patricia M. Wald. Regula 
tion at Risk : Are Courts Part of the Solution or Most nj the Problem ?, 67 S. CAL. L. REV, 621, 
636-39 (1994) (reporting dial agency rules were upheld in their entirety in over fifty 
percent of die cases decided by the D.C. Circuit during the 1992-1993 term). Moreo- 
ver, these judicial remands do not appear to be too demanding, as EPA is usually able 
to take some action to see dial its original decision is carried out. See William S. Jor- 
dan, III, Ossification Reunited: Does Arbitrary and Capricious Review Significantly Inter fete 
with Agency Ability to Achieve Regulatory Goals Through Informal Rulemaking!, 94 NW. U. L. 
REV. 393, 422-24 (2000) (finding that EPA was able to overcome twenty-seven of thirty- 
nine remands from die D.C. Circuit from 1985 to 1995 and concluding that judicial 
review causes “relatively little interference with agency attempts to achieve regulatory 
goals”). 
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required agencies to give reasons for their regulatory actions, in prac- 
tice this does not necessarily compel agencies to give sound or consis- 
tent reasons, even where judges purport to give them a “hard look.”* 116 

As the litigation over EPA's recent NAAQS revisions demonstrates, 
when it comes to reviewing decisions purportedly based on highly 
specialized scientific analysis, judges tend to give agencies a deferen- 
tial pass. Particularly in rulemakings that generate a large volume of 
scientific analysis, agencies can readily appeal to the authority of sci- 
entific studies and can look for (and usually find) some pattern in the 
scientific evidence that appears to rationalize their decision. This ra- 
tionalization holds even if in the next, similar rulemaking the pattern 
of die same kind of evidence aligns differently. By practicing tiiis “sci- 
ence charade,” agencies can escape the need to provide a consistent, 
reasoned account of the core policy issues imbedded in risk manage- 

407 

ment. 

That is what happened, in the end, with EPA. Of course, in the 
initial round of litigation. Judge Stephen Williams recognized that 
EPA’s emperor had no clothes. Despite a voluminous record of scien- 
tific analysis, all of which was reviewed by the Clean Ar Science Advi- 
sory Committee, Judge Williams concluded that EPA had provided 
“no intelligible principle by which to identify a stopping point” for its 
air quality standards.' Unfortunately, Judge Williams's insight came 
accompanied with a novel constitutional argument that the Supreme 
Court quickly rejected, and that may have made the significance of his 
core observation easier to discount. 


Offering “a reason" is not necessarily the same as offering “a good reason." For 
example. Frederick Schauer explains: 

[A] judge who says she has decided for the plaintiff because it is raining in 
Calcutta offers a reason . . . even though the reason, unconnected to any 
sound bads for decision, is a bad one. . . . ( Ajlthough it is a bad reason, it still 
exhibits the feature ... of offering 3 justification or explanation for the result 
reached. 

Frederick Schauer. Giumg Reasons, 47 STAN. L. Rev. 633, 636 (1995). EPA prepared 
lengthy documents that purported to offer a justification or explanation for its 
NAAQS, but because it has not adopted any principle with respect to the core policy 
issues, and because science by itself cannot address these issues, the agency’s proffered 
explanation Is akin to the judge deciding for the plaintiff “because it is raining in Cal- 
cutta." 

See Wagner, supra note 11. at 1664 (noting “the tendency of many courts to de- 
fer to the agency' as expert when the issue is framed as scientific in nature”). 

** Air,. Trucking Ass'ns v. EPA, 175 F.3d 1027, 10S7 (D.C. Cir. 1999), afj'd in pmt 
and rtv'd h part sub nom. Whitman v. Am. Trucking Ass’ ns. 531 U.S. 457 (2001 ). 
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Tlie Supreme Court, in an opinion by Justice Antonin Scalia, in- 
terpreted the Clean Air Act in such a way as to preclude the adminis- 
trator front considering costs ’ J The Court concluded that the Act di- 
rected EPA to use “information about health effects ... to identify the 
maximum airborne concentration of a pollutant that the public 
health can tolerate, decrease the concentration to provide an ‘ade- 
quate’ margin of safety, and set tire standard at that level. " ug The 
Court held that this prosaic understanding of the statute provided 
adequate guidance to sustain the constitutionality of the Clean Air 
Act. Dismissing concerns about the inability to take a principled 
health-only approach for non-threshold pollutants, the Court de- 
clared that it was simply “not conclusive for delegation purposes” that 
ozone and PM were non-threshold pollutants with health effects oc- 
curring at levels below EPA’s promulgated standards. 411 With the Su- 
preme Court effectively affirming the incoherent approach embedded 
in the longstanding interpretation of the Clean Air Act, it was not sur- 
prising that the D.C. Circuit, on remand, upheld EPA's revised stan- 
dards under the arbitrary and capricious test and deferred ultimately 
to the agency’s “expert judgment.” 11 ’ In the end, EPA prevailed and 
secured judicial approval for its explicitly ad hoc decision making. 


See Whitman, 531 U.S. at 471 (“The text of § 109(b), interpreted in its statutory 
and historical context and with appreciation for its importance to the [dean Air Act] 
as a whole, unambiguously bars cost considerations from the NAAQS-setting proc- 
ess ....") r In liis concurrence, Justice Breyer drew extensively on the legislative history 
of the Clean Air Act to conclude that EPA may not consider technological or economic 
feasibility in setting NAAQS: 

[T]he legisladve history shows dial Congress intended the statute to be "tech- 
nology forcing.” Senator Edmund Muskie, the primary sponsor of die 1970 
amendments to die Act, introduced them by saying that Congress’ primary re- 
sponsibility in drafting the Act was not “to be limited by what is or appears to 
be technologically or economically feasible." but “to establish what the public 
interest requires to protect die health of persons." even if diat means that “in- 
dustries will be asked to do what seems to be impossible at the present time. " 

Id. at 490-91 (Breyer. J., concurring) (quoting 1.16 CONG. REG. 32, 901-02 (1970) 
(statement of Sen. Muskie) ) 

Id. at 465. Interestingly, this language by the Court indicates diat EPA must 
take a “two-step" approach according to the statute in setting its air quality standards, 
first identifying a “safe" level and then adding an adequate margin of safety. In the 
past, EPA has expressly rejected any need to follow diis “two-step" or any other consis- 
tent approach in setting its air quality standards. See sufrra text accompanying notes 
186-90 (noting that EPA has continually refused to offer a policy justification in setting 
the margin of safety and instead has claimed that the administrator has sole discretion 
in determining how it is addressed ) . 

411 Whitman, 531 US. al 475. 

114 Am. Tracking Ass’ns v. EPA, 283 F.Sd 355, 373 (D.C. Cir. 2002). For a careful 
analysis of the Supreme Court’s approach to statutory interpretation in Whitman, see 
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If judicial review no longer ensures coherent reasoning by EPA, 
another possible option would be for EPA professionals to commit 
themselves to candor about the role and limits of science in making 
risk management decisions. The Agency has, after all, recently initi- 
ated several efforts to improve its scientific analysis."'' In particular, 
EPA has made reliance on "sound science” one of its agency-wide stra- 
tegic goals,"* creating an office of science advisor 11 ’ and taking steps to 
ensure that its analysis meets the standards for reliable scientific evi- 
dence provided in the Information Quality Act.* 1 ' These efforts to 
improve the quality of agency science ar e certainly important in their 
own right, but by themselves are insufficient to prevent future at- 
tempts to stretch the limits of what science can bear.* 1 Indeed, calls 
for a “science-based” approach to risk regulation, however warranted, 
may mistakenly reinforce the tendency of EPA and other agencies to 
cloak their policy decisions in scientific terms.* 1 ' What the Agency 


Pierce, supra note 134, at 1251 (“[T]he Court seemed to announce and to apply a new 
canon that is inherently inconsistent with all of the pre-existing law applicable tc* in- 
terpretation of agency -administered regulatory statutes.”). 

41 For a discussion of the need to improve scientific analysis and its role within 
EPA decision making, see E. Donald Elliott et al., Science, Agencies, and the Courts: h 
Three u Crowd!, 31 Envtl. L. Rep. (Envtl. L. Inst) 10,125, 10,125-128 (Jan. 2001 ). 

"* EPA, FY 2003 ANNUAL PERFORMANCE PLAN, 31 VII1-1 (2002), at http:/7ww. 
epa.gov/ ocfo/budget/2003/2003ap/2003ap.htm. 

See Press Release, EPA. Whitman Appoints Gilman Science Advisor (June 
2002) (quoting Administrator Whitman as directing the EPA Science Advisor to "en- 
sure that the highest quality science is better integrated into the Agency’s programs, 
policies and decisions”), available at http:/ Zwww.epa.gov/ ord/htm. sci-advi.htm. 

** Pub. L. No. 106-554, § 515, 114 Stat. 2763A-154 (2001); see also OFFICE OF 
Envtl. Info., EPA, No. EPA/260R-02-008, Guidelines for Ensuring and Maxi 
NO ZING THE QUALITY, OBJECTIVITY. UTILITY, AND INTEGRITY OF INFORMATION DIS- 
SEMINATED by the Environmental Protection agency 4 (2002) ("Our Guidelines 
reflect EPA’s best effort to present our goals and commitments for ensuring and 
maximizing the quality of information we disseminate. . . . EPA’s intention is to fully 
implement these Guidelines in order to achieve the purposes of Section 515.”), avail, 
able at http.y Zwww.epa.gov/ oei/qualityguidelines/EPA-OEl-lQG-FINAL-10.2.pdf. 

45 That said, one recent proposal for improving the use of science at EPA would 
encourage science advisors to make explicit policy recommendations, under the the- 
ory that allowing scientists to express policy advice openly might discourage d is ingen- 
uousness. E. Donald Elliott, Strengthening Science's Voice at EPA, 66 Law & CONTE MP. 
PROBS. 45 (2003). Elliott argues that *‘[i]f told that it is improper to ni3ke policy rec- 
ommendations, scientific groups are much more likely to smuggle in their policy 
predilections covertly, either consciously or unconsciously.” Id. at 58. He believes 
"[wje would be far better advised to invite scientific advisory bodies to sepa*atc their 
scientific conclusions from their policy recommendations, and to empower them to 
address both.” Id. 

Sec eg.. Press Release, Office of Management and Budget, OMB Announces 
Science-Based Regulatory Review Framework (Sept. 25, 2001) (calling for “high-quality 
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needs is not only “sound science," but also sound policy reasoning re- 
garding its risk management decisions.' 1 ' Part of the mandate of the 
new science advisor should include a duty to notify the Administrator 
when the Agency is overemphasizing the role of science in justifying 
its policy recommendations. 

Even with better and more circumspect scientific advice, however, 
the Agency still may shirk from providing consistent reasons for its risk 
management decisions. After all, EPA already had the benefit of sci- 
ence advisors who explained that the choice of where to set its new air 
quality standards was not a question that science could answer. 49 CA- 
SAC clearly explained to the Administrator that the decision about 
what alternative NAAQS standard it selected was a “policy judg- 
ment.” 4 ' 1 In other recent regulatory proceedings, EPA's science advi- 
sory committees have pointed out the limitations of science within 
regulatory decision making, specifically warning EPA when it was 
overrelying on science. 485 Notwithstanding the sound advice it has 


cost-benefit analyses, science-based risk assessments, peer review, consultation with 
state and local governments, and specific consideration of the welfare of small busi- 
nesses"), available at http:/ 'www.wliitehouse.gov/omb/pubpress. 2001-38.html. Even 
though tho.se who call for a "science-based” approach to regulation generally mean to 
increase the rigor and reliability of scientific research that forms the basis of agency 
risk assessments (surely a noteworthy aim), such calls may unintentionally increase the 
incentives for couching policy decisions in terms of 'listening to die science.” See supra 
Part I. A (describing die rhetorical use of science to hide arbitrary policy decisions); see 
also Kunreuther 8e Slovic, supra note 108, at 123 ("[TJechnical analysis is vital for mak- 
ing risk decisions better informed, more consistent, and more accountable. However, 
value conflicts and pervasive distrust in risk management cannot be reduced by techni- 
cal analysis. Trying to address risk controversies with more science, in fact, is likely to 
exacerbate conflict."). 

See supra Part I II. A (detailing a more principled approach to justifying risk 
management decisions). In setting environmental standards, “[vjalue judgments must 
be made about how much health protection is feasible 3iid affordable and who should 
pay the costs of cleanup.” John D. Graham, Science and Environmental Regulation, in 
Harnessing Science for Environmental Regulation i, 2 (Jolm D. Graham ed., 
1091). Making diese judgments requires hard dunking about risk management prin- 
ciples, even more than perfecting scientific techniques. Obviously, the Agency needs 
to invest in both. 

See supra notes 143-45, 179, 297 and accompanying text (detailing CASAC's re- 
pealed statements that the setting of the NAAQS standards was a policy judgment 
rather than a scientific determination). 

455 Wolff, supra note 139, at 2. 

For example, in commenting on EPA’s proposed methodology for setting "re- 
sidual risk" standards for hazardous air pollutants, dir Interim Chair of EPA’s Scien- 
tific Advisory Board (SAB) advised the Administrator on behalf of the SAB Executive 
Committee that "while we certainly endorse die concept of science-based decisionmak- 
ing 3t the Agency, we also recognize diat no one is well served by asking science to take 
on an impossible task." letter from Dr. Morton Lippmann, Interim Chairman, EPA 
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received about the limits of science, EPA has continued to use science 
as a fig leaf for its policy choices. 1 ' 

If neither science advisors nor judicial overseers can ensure that 
EPA will strive for principled, risk management decision making, per- 
haps we should simply accept that EPA will set its standards in an ad 
hoc manner and take steps to enhance the democratic basis for tire 
policy choices embedded in the Agency's risk management. 484 After 
all, even if it makes sense to delegate to agencies on issues requhing 
scientific expertise, it is much harder to claim that agencies like EPA 
possess comparable expertise in making social policy judgments, such 
as determining an acceptable level of risk. Consequently, even if 
agency expertise is needed to assess and characterize risks, the policy 
judgments embedded within any risk management decision arguably 
should be made by a more democratically accountable decision maker 
or through more direct democratic means. 4 ' Dean Elena Kagan, for 
example, has argued that the President should play a greater role in 
regulatory decision making because agencies do not possess any spe- 
cial expertise to make value judgments and the President is more di- 
rectly accountable to the citizenry. 48 '’ 

While there is much to the idea of holding regulatory agencies 
more accountable to elected officials, drat position only makes it more 


Science Advisor)' Board, to Carol M. Browner, Administrator, EPA 2 (July 25, 2000), 
available at http:/ /wnvw.epa .gov/sab/pdf / eccm005.pdf. 

Wagner, supra note II, at 1617 ( u [A]gcndcs exaggerate the contributions 
made by science in setting toxic standards in order to avoid accountability for the un- 
derlying policy decisions.'’). 

See, e,g„ Richard B. Stewart, The Reformation of American Administrative Lazu, 88 
HARV. L, REV. H367, 1698 (1975) (theorizing that a major thrust of contemporary ad- 
ministrative law in the United States has been to foster a more pluralistic and transpar- 
ent process by which agencies develop regulations). 

For the standard exposition of this general argument, see THEODORE J. LOWI, 

The End of Liberalism: The Second Republic, of the United states ( 2d ed. 1 979 ) . 
But see Jerry L. Mils haw-, Prodelegation : Why Administrators Should Ahihe Political Decisions , 
1 J.L. ECON. & ORG. 81, 95-99 (1985) (arguing that executive branch agencies should 
be given more power in deference to the electorate *s choice in electing the president). 

Sec Elena Kagan, Presidential Administration, 114 HARV. L. RFV. 2245, 2353 
(2001 ) ( w (A]gency experts have neither democratic warrant nor special competence to 
make the value judgments — the essentially political choices — that underlie most ad- 
ministrative policymaking.'’) . Reliance on political intervention as a reason for admin- 
istrative policymaking would represent a shift in the traditional direction of adminis- 
trative law, which has generally favored independent reasoning by agency decision 
makers. See Mashaw. supra note 1 , at 21 (“[A] retreat to political will or intuition is al- 
most always unavailable to modem .American administrative decisionmakers. The 
electoral connection is generally unavailable as a justification for administrative ac- 
tion,"). 
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important that agencies respect the limits of science in setting risk 
standards. After all, even those who favor greater involvement by the 
President or Congress in regulatory decision making acknowledge a 
need for relying on agency expertise, particularly on scientific ques- 
tions, 457 As Dean Kagan writes, “there is no good reason for a Presi- 
dent to displace or ignore purely scientific determinations’’ because 
“[t]he exercise of presidential power in this context would threaten a 
kind of impartiality and objectivity in decisionmaking (fiat conduces 
to both the effectiveness and the legitimacy of tire administrative pro- 
cess.'' 4 * 5 As a result, rather than curing the problems with how EPA set 
its recent air quality standards, any argument for improving the 
democratic basis for the policy choices in risk management actually 
makes it all the more imperative that regulatory agencies openly ac- 
knowledge science’s limits. 4 ' Using science to justify nonscientific de- 
cisions only serves to shield agency decision making from the political 
institutions that oversee the agency. 45 ' 1 

Given how EPA has proceeded in its NAAQS rulemakings, citizens 
are left with a fundamental question unanswered: What justifies the 
revisions of the ozone and PM standards? 451 Those who will continue 


See Kagan, supra note 426, at 2353 (“However much political judgment per- 
vades administration and however much political actors should take the lead as to 
these questions, an important place for substantive expertise remains in generating 
sound regulatory decisions.”) . 

4!B Id. at 2357. 

See id. at 2332 (“[T]he need for transparency, as an aid to holding governmen- 
tal decisionmakers to account, here reaches its apex."); see also GRAHAM ET AL., supra 
note 89, at 218 (“[Sjcience cannot answer the ultimate regulatory questions .... Only 
by recognizing the limited role of science as resolver of conflict can [the policy consid- 
erations underlying regulatory decisions] be addressed explicitly and democrati- 
cally.''). 

See Wagner, supra note 1 1, at 161 7 (“Although camouflaging controversial pol- 
icy decisions as science assists the agency in evading various political, legal, and institu- 
tional forces, doing so ultimately delays and distorts the stand ard^setfing mission, leav- 
ing in its wake a dysfunctional regulatory program."). 

See SUNSmUN, supra note 335. at 240-41 (“The EPA's own public justification 
W3S ... in important respects vague and conclusory .... Hence any reader is likely to 
be puzzled about exactly why EPA chose the particular regulations it did — about: why it 
did not regulate either somewhat more or somewhat less."). Dean Kagan argues that 
sometimes presidential intervention should count as an answer to a question such as 
this one. Kagan, supra note 426, at 2382. In the case of EPA’s NAAQS revisions, even 
that answer was not offered and instead the Agency sought to shield itself within the 
cloak of science. Supra Part I A. It is not clear, furthermore, whether the President 
would have intervened to make the critical policy decision. See Kagan, supra note 426, 
at 2356-57 (noting President Clinton s “frequent practice of sidestepping involvement" 
in cases where regulators would “confront the question, which science alone cannot 
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to suffer from environmentally induced respiratory problems or 
whose family members will die prematurely due to the levels of pollu- 
tion permitted under EPA’s standards are entitled to a coherent rea- 
son why the Agency did not set lower standards in the face of evidence 
of remaining health effects. 4 ' 2 Similarly, those who lose out on jobs or 
forego an increased standard of living as the result of the high costs of 
the revised standards can also reasonably demand a clear and candid 
explanation. 413 Yet right now, EPA cannot say anything sensible to 
those who will be affected by its air quality standards. The Agency is 
locked into a fictional framework that presumes that pollutants have 
clear threshold health effects (which they do not) and that costs can 
be ignored (which they cannot). 4 ' 4 The law now prohibits the Agency 
from clearly explaining why it draws the line where it does. 

How can EPA achieve greater candor and consistency in its 
NAAQS rulemakings? Given the prevailing legal structure as well as 
the incentives agencies have to hide behind the perceived objectivity 
of science, it seems unlikely that improvements will result from any- 
tiring other than legislative change.' 55 Since EPA does not have a 
strong incentive to abandon its scientific rhetoric and articulate policy 
principles, legislative change must do more than simply reject the 
current interpretation of section 109. It seems unlikely that EPA 
would take up such an initiative on its own accord, so legislative 
amendments are needed to spur meaningful change. Such amend- 
ments must either provide EPA with a preferred policy approach, such 


answer, of howto make determinate judgments regarding the protection of health and 
safety in the face both of scientific uncertainty and competing political interests") . 

See Daniel A. Farber, Risk Regulation in Perspective: Reserve Mining Revisited, 21 
ENVTL. L. 1321, 1340 (1991 ) (“When the decision is being made by an administrator 
or a judge, we would like to have a litde more guidance than simply the decision 
makers gut reaction. Too many different kinds of people get jobs as administrators 
and judges for us to simply trust their intuitions,” ) . 

4 ‘ SUNSTEIN, supra note 335. at 7-8 ("When the costs of regulation are high, real 
people will be hurt, through increased prices, decreased wages, and even greater un- 
employment .... (T]he costs should be placed ‘on-screen.’ so that if they are to be 
incurred, it is with knowledge and approval rather than ignorance and wishful think- 
ing.*). 

See supra notes 133-36, 166, 368 and accompanying text and Part Ill.B (discuss- 
ing the lack of threshold levels in die health effects of pollutants to air and the neces- 
sity of considering costs when setting air quality standards). 

Sec Wagner, supra note 11, at 1651 (arguing diat without some external man- 
date "no rational agency or administrative official acting in her own self-interest would 
expanse die underlying policy choices when faced with die numerous benefits of engag- 
ing in the science charade and the high price to be paid for proceeding any other 
way”). 
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as by directing the Agency to balance benefits and costs, or by impos- 
ing a mandate on the Agency to articulate a principle to explain its 
NAAQS decision making. 

Legislative change will not come easily, to be sure, but it may be- 
come more viable when the absurdity of the Clean Air Act's outmoded 
legislative model becomes still clearer to those across the political 
spectrum. This was the case with the Delaney Clause, which Congress 
amended after many years, once the Act was interpreted to require 
the elimination of all cancer risks from pesticide residues in food. 1 *' If 
the Clean Air Act follows a course similar to that taken with the De- 
laney Clause, then ever-advancing knowledge about the adverse effects 
from still lower levels of air pollutants may force EPA and Congress to 
confront the absurdity of the current interpretation of the Clean Air 
Act. For example, the recent identification of genetic susceptibilities 
to pollutants such as particulate matter and ozone may well heighten 
the demand under the existing statutory framework to set even more 


* The Delaney Clause, adopted in the late 1950s, required agencies to prohibit 
all carcinogens in food additives. Food Additives Amendment of 1958, 21 U.S.C. § 
348(c)(5)(A) (2000). For decades, EPA and the Food and Drug Administration at- 
tempted to evade the harsh and unrealistic absolutism of the Delaney Clause by apply- 
ing various exceptions and limitations. See Edward Dunkelberger &: Richard A. 
Merrill, The Delaney Paradox Rccxanuned: Regulating Pesticide* tn Processed Foods , 48 FOOD 
& DRUG L.J. 411. 416-18 (1993) (describing EPA’s efforts to ameliorate the extreme 
effects of a strict interpretation of the Delaney Clause, including a short-lived effort to 
establish a de minimus exception); Richard A. Merrill, FDA s Implementation of the De- 
laney Clause: Repudiation oj Congressional Choice or Reasoned Adaptation to Scientific Prog- 
ress!, 5 VALE J. ON Reg. 1. 21-41 (1988) (describing how, by circumscribing and rein- 
terpreting the statute in a number of instances, the “FDA chipped away at the edges of 
die Delane}’ Clause**). Once the courts confirmed that the Delaney Clause would re- 
quire zero-risk standards that would impose unacceptable burdens on society. Con- 
gress stepped in to amend the food safety laws. See, e.g.. Food Quality Protection Act of 
1996, Pub. L. No. 104-170, 110 Stat. 1489 (legislating additive and pesticide levels in 
food and applying a “reasonable certainty’* standard instead of the Delaney Clause’s 
zero tolerance policy); Les v. Reilly, 968 F.2d 985, 990 (9th Cir. 1992) (rejecting the 
Agency's interpretation of the Delaney' Clause intended “to bring about a more sensi- 
ble application of the regulatory scheme'’ because M (r]evising the existing statutory 
scheme ... is neither our function nor the function of the EPA**); James Smart, Alt the 
Stan in the Heavens Were in the Right Places: The Passage of the Food Quality Protection Act of 

1996, 17 STAN. ENVTL. L.J. 273, 289-333 (1998) (detailing the repeated congressional 
attempts to legislate around the strict prohibitions of the Delaney Clause, culminating 
with the passage of the Food Quality Protection Act in 1996). But see James S. Turner, 
Delaney Lives! Reports of Delaney s Death Arc Greatly Exaggerated, 28 Envtl. L. Rep. (Envd. 
L. Inst.) 10,003, 10,004 (Jan. 1998) (arguing that the Food Quality Protection Act of 
1996 "neither removes the protections provided by die Delaney Clause prohibition 
against adding cancer-causing substances to food nor reflects a public policy rationale 
or political consensus to do so”). 
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stringent standards. 4 ' .As scientific research continues to document 
the public health effects that EPA already acknowledges still exist un- 
der its revised standards, the pressures to lower air quality standards 
ever closer to zero will persist and likely increase over time, as will, of 
course, the costs for complying with more stringent standards. Per- 
haps fortunately, at least for those who value reason and candor in 
governmental policymaking, this dynamic will most likely result, even- 
tually, in a broader recognition of the need for statutory reform. If 
this is correct, then perhaps it is only a matter of time before Congress 
steps in and adopts a more realistic legislative approach that will bring 
clarity to dris important domain of risk management. 

Conclusion 

Tire recent revisions to the ozone and PM standards confirm what 
has been widely known since at least the mid-1970s, namely that sec- 
tion 109 of the Clean Air Act is unrealistic.* 38 .As scientific knowledge 
has expanded, health risks have been identified at decreasing levels of 
exposure. In light of this evolving evidence, it is no longer possible to 


W See generally GEORGE D. LEIKAUF ET AL„ HEALTH EFFECT INST., RESEARCH 

Report No. 105. Pathogenomic Mechanisms for Particulate Matter Induction 
of Acute Lung Iniuryand Inflammation in Mice (2001 ) (reporting that genetic fac- 
tors contributed to the response of mice to inhaled nickel panicles); Enrico Ber- 
gamaschi et al., Polymorphtsm o] Quinone-metabolizing Enzymes and Susceptibility to Ozon e 
induced Acute Effects, 163 Am. J. RESPIRATOR!' CRITICAL CARE MED. 1426 (2001) (demon- 
strating a link between human genotype and lung function after ozone exposure); Ste- 
ven R- Kleeberger et al,, Linkage Analysis of Susceptibility to Ozone-Induced. Lung Inflamma- 
tion in Inbred Mice, 17 NATURE GENETICS 475 (1097) (finding a genetic factor that 
increased susceptibility to lung damage brought on by ozone exposure); William F. 
McDonnell, Individual Variability in Human Lung Function Responses to Ozone Exposure, 2 
ENVTL. Toxicology PHARMACOLOGY J 71 , 1 75 (1996) (finding widespread interindi- 
vidual variation in response to ozone exposure and speculating that genetic factors 
may explain some of this variation) ; A'oshinori Ohtsuka et al., Genetic Linkage Analysis of 
Susceptibility to Particle Exposure in Mice, 22 AM. J. RESPIRATORY CELL A MOLECULAR 
BIOLOGY 574 (2000) (identifying a genetic trait in mice linked with increased suscepti- 
bility to immune dysfunction induced by particulate exposure). As tile susceptible 
subgroups carrying these genetic variants become better characterized, EPA will likely 
be confronted with an even clearer choice to either set more stringent standards to 
protect such sensitive subgroups, perhaps even adopting standards approaching zero, 
or to recognize that other factors such as cost need to be taken into consideration in 
providing a rationale for decisions about standards set at levels above zero. Gary E. 
Marchant, Genomics and Toxic Substances: Pari U — Genetic Susceptibility to Envimnmented 
Agents, S3 Envtl, L. Reptr. (Envtl. L. Inst.) 10641, 10656 (Sept, 2003). 

See supra notes 147-52 and accompanying text (noting that even members of 
Congress have acknowledged the disingenuousness of the Clean Air Act’s framew'ork 
during past deliberations over legislative amendments). 
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select a standard that protects the public health, with an adequate 
margin of safety, from all the adverse effects of non-threshold pollut- 
ants, at least not without imposing dire economic costs on the na- 
tion."' As a practical matter, EPA has had little choice but to disre- 
gard evidence about substantial advetse effects on a public whose 
health die Agency is directed by law to protect. 

But EPA has been neither candid nor consistent about the policy 
choices it has made in revising the nation’s air quality standar ds. The 
Agency has so far succeeded in shielding its policy decisions behind 
the language of science and expertise, but it has done so at die ex- 
pense of consistent and principled public management. These con- 
sequences are die less widely acknowledged, but no less significant, 
lessons to be drawn from EPA’s recent experience in revising its air 
quality standards. Although these rulemakings will likely be remem- 
bered for the vigorous arguments that they engendered about the 
nondelegadon doctrine, 4 *' the more enduring and significant lesson 
for administrative law concerns the limitations of science in justifying 
risk management decisions. When agencies rely on science to explain 
the policy decisions they make, they not only escape their duty to pro- 
vide a principled account of their decision making, but they also can 
find themselves submitting to expediency and post hoc rationalization 
in their efforts to defend their actions. 

Examination of the ozone and particulate matter rulemakings re- 
veals that EPA’s invocation of science enabled it to ignore numerous 
inconsistent positions and incoherent results. The same kind of scien- 
tific evidence that EPA relied on to tighten its standards also indicated 
that significant adverse effects — including, in the case of fine PM, sub- 
stantial mortality — -would persist even at the levels of exposure permit- 
ted by the revised standards. 441 EPA failed to offer any meaningful ra- 
tionale to justify both the enormous costs of these rules and the 
significant adverse effects that they still permit. Without any justifica- 
tion, EPA adopted positions in these rulemakings that shifted from 


See supra notes 1 66, 317 and accompanying text (illustrating the impassibility of 
eliminating all risks associated with exposure to non-threshold pollutants, short of set- 
ting a standard at zero) . 

See, e.g.. Coglianese, supra note 18, at 33-35 ( noting the tendency of courts and 
commentators to focus on die constitutional issues raised in the litigation over EPA’s 
revised standards). 

441 Supra Part H.B-C. 
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earlier positions the Agency had taken — both in other NAAQS rule- 
makings as well as even earlier in these same proceedings. 1 ” 

We have argued that the courts’ acceptance of a dysfunctional leg- 
islative framework means that to achieve greater consistency in setting 
air quality standards. Congress must compel EPA to come clean about 
what science can and cannot say and about what policy principles jus- 
tify its standards. The Agency cannot simply “listen to the science” to 
tell it how to make policy choices about how many adverse health ef- 
fects or how much regulatory cost should be tolerated in society. Risk 
management calls for value judgments about which it is both possible 
and desirable for public officials to defend through policy analysis and 

443 

normauve reasoning. 

It will probably take new legislation before EPA will begin to adopt 
a more principled approach to setting air quality standards, but the 
lessons from the recent experience need not await future legislation 
to be applied in other contexts. Whenever policymakers find them- 
selves tempted to “listen to the science,” they should be careful to 
consider what science really can and cannot tell them. Embedded 
within any bare claim that a policy decision is “based on” science, 
or that science “leads to” a particular policy choice, will be some un- 
derlying normative position. 444 If the core normative dimension to any 
policy decision is camouflaged in science, the resulting policy out- 
comes, as well as any explanations or rationalizations offered in their 
defense, will likely be inconsistent if not unreasonable. To be sure, 
high-quality scientific analysis is vitally needed to infonn decision 
makers about policy problems and to predict the consequences of 
different solutions, but appeals to science are no substitute for clear 
and careful reasoning about the normative choices inherent in public 
policymaking. 


Secsupm Part II (exposing EPA’s "veil of science’ in its decision making) . 

See Brown, supm note 36. at 336 (“The attempt to expunge values is not only 
doomed to failure or partiality but is harmful to the objectivity and usefulness of die 
resulting endeavor.”) : Mashaw, supra note 1 , at 26 (“‘Expertise is no longer a protective 
shield to be worn like a sacred vestment. 1 1 is a competence to be demonstrated by co- 
gent reason-giving.”) . 

Sc* Mashaw, suprn note 1, at 32-33 ("Administrators by and large claim not to 
be making value judgments .... But we know diis administrative claim to be hollow”). 
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The Legacy of John Graham: 

Strait-Jacketing Risk Assessment 

Date: May 23, 2006 
By Rena Steinzor 

Economists at Every Table 

Risk assessment is the coin of the environmental realm, figuratively and literally. 
It is also the primary source of the most draining, counterproductive disputes pre- 
occupying the Environmental Protection Agency (EPA). Risk assessment is not the 
only regulatory methodology used by EPA and other agencies assigned to protect 
public health, safety, and the environment. Different tools — most notably the tech- 
nology-based controls that underlie the great successes of statutes such as the Clean 
Water Act — have accomplished more protection, in many cases for less money. But 
beginning in the mid-1980’s, decision-makers have felt disgraced if they do not take 
a run at conducting a risk assessment on a problem, translating the results into 
numbers that are deceptively precise. Curtailing this trend is not in the cards for 
the foreseeable future. 

Given its importance, it was no surprise when John Graham’s parting salvo as 
the Director of the Office of Management and Budget’s ( OMB ) Office of Information 
and Regulatory Affairs (OIRA) was a Proposed Risk Assessment Bulletin (bulletin) 
that was intended to be the most prominent aspect of his legacy. 17 The 26-page doc- 
ument would establish uniform, government-wide standards for risk assessments re- 
garding human health, safety, or the environment. 18 OMB will accept comments 
until June 15, 2006 and a National Academy of Sciences (NAS) panel is conducting 
a review of the proposal. 19 

Graham’s assertion that OMB is qualified to define what constitutes an acceptable 
risk assessment displays misplaced confidence of the first order. Despite his aspira- 
tion to enlarge OIRA’s role in science policy, Graham cannot possibly have added 
more than a handful of scientists to a staff overwhelmingly dominated by econo- 
mists and budget analysts. If OIRA succeeds in this remarkable power grab, un- 
qualified economists will take their seats beside toxicologists, epidemiologists, pedia- 
tricians, neurologists, engineers, statisticians, and other qualified experts as the 
complex implications of scientific uncertainty are debated. 

By raising the “expertise” question, I do not mean to pick a shop-worn, counter- 
productive fight about whether OMB is entitled to conduct regulatory oversight on 
behalf of the President. Risk assessment is a cornerstone of many important deci- 
sions that OIRA reviews. Yet this effort to control every form of risk assessment 
pre-rule-making goes far beyond that basic function, even assuming that the polar- 
ized spectrum of OIRA’s constituencies could agree on its appropriate oversight role. 

Under the bulletin, any assessment, no matter what its nature or scope, must es- 
timate the “central” risk likely to result from exposure, using a formula for 
“weighting” model results that is as vague as it is pseudo-scientific. Agencies will 
be compelled to fast forward to the end of their decision-making process, deter- 
mining all available options for managing risk before they complete assessments. 
Risk assessments will be rejected unless they are based on research determining 
“No Observed Adverse Effects Levels” (NOAELs), as opposed to the long-standing 
practice of determining “No Observed Effect Levels” (NOEL). And any perceived 
misstep along the way could trigger challenges to agencies’ compliance with the In- 
formation Quality Act (IQA) (or Data Quality Act), one of the worst appropriations 
riders enacted by Congress. OMB claims legal authority to interfere with the sci- 
entific process in this aggressive and inappropriate manner under the IQA, although 
the one-page law says nothing specific about its authority in this arena. 


17 Bulletin at 20. 
18 Id. 
i s/d. 
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Tobacco for Everything 

The IQA says that information “disseminated” by the government must be “cor- 
rect” and of high “quality, objectivity, utility and integrity.” 20 The concept for such 
a mandate originated with EPA’s report on second-hand smoke. 21 Philip Morris Inc. 
was fighting a rear-guard battle against further controls of tobacco and was heavily 
invested in picking apart every detail of the report. The company hired Jim Tozzi, 
a Reagan-era OIRA veteran, to persuade his former colleagues to accomplish this 
charmingly over-simplistic mandate administratively. After all, who could oppose 
the idea that government should establish a process for outside parties to challenge 
its dissemination of incorrect information? 

As it turned out, seasoned bureaucrats could easily harbor misgivings about this 
new approach to obstruction and Clinton-era OMB officials were no exception. Frus- 
trated by their indifference, Tozzi went to Capitol Hill where he achieved relief via 
a rider on 2001 “must pass” appropriations legislation. From these modest origins, 
the IQA has spawned guidance from every federal agency and department for how 
they will consider requests for correction of a wide variety of information. 

Of course, “truth” and “correctness” are elusive concepts when the science, tech- 
nology, and economics underlying such decisions become ever more complex. As the 
tobacco industry well understood, challenging any debatable assertion, no matter 
how minor, contained in every piece of unfavorable research is the best way to 
muddy the waters to confound regulators, stalling decisions until the tide of re- 
search turns completely and washes away these last outposts of resistance. 

Enforcing the Bulletin 

This “corpuscularization” of science, to use the term coined by Professor Thomas 
McGarity, 22 is the foundation of the “sound science” movement that is in full swing 
both in the U.S. and internationally. Its central tactic is the fly-specking of scientific 
studies to find individual “errors” of three distinct kinds: (1) clear misstatements of 
fact; (2) decisions that could have been made differently; and (3) science policy judg- 
ments that are unpopular with special interests. 

The problem with the discovery of factual mistakes is that corpuscularists de- 
mand the exclusion of an entire study whether the error is major or minor, pre- 
venting scientists from using their expertise in a “weight of evidence” evaluation 
that takes mistakes into account in evaluating — but nevertheless using — such re- 
search. As for the second and third categories, the sound science movement’s has 
achieved great, if undeserved, rhetorical success by labeling as “incorrect” scientific 
judgments regulated industries do not like, regardless of whether such judgments 
are legitimate, common, and transparent. Scientists adopt assumptions all the time 
in order to proceed with their work. They may decide to use groups of 25, not 40, 
rats in a bioassay. By challenging such judgments as mistakes that should discredit 
a study, corpuscularists put everyone on a treadmill of controversy with no easy es- 
cape. Similarly, such science policy judgments as the use of “safety factors” to com- 
pensate for uncertainties in animal testing may be a legitimate concern in deciding 
how to evaluate a study but are not a sensible reason to ignore it entirely. 

The campaign to deconstruct science in order to gain the upper hand in regulatory 
decision-making has continued at a rapidly quickening pace in all arenas — from 
rule-making to judicial proceedings to the scientific literature. Thus far, the IQA has 
played only a supporting role. Government-wide, IQA “Requests for Correction” 
number in the hundreds, not thousands, and agencies have rejected most of them 
in short order. All that could change, however, if the IQA provides a route to judicial 
review, especially for studies, reports, toxicological profiles, and risk assessments 
issued before or apart from rule-making. Whether or not regulated industries win 
such appeals, opportunities to undermine the validity of adverse information and 
delay decision-making could well be worth the litigation costs. 

A few weeks ago, the U.S. Court of Appeals for the Fourth Circuit made short 
shrift of a bid to obtain judicial review of agency IQA decisions under existing lan- 
guage. Judge J. Michael Luttig wrote that the iQA does not create a cause of action 
for any particular person or group to challenge the correctness of information in 
court because Congress did not specify who would have standing in such cir- 
cumstances. 23 Of course, Congress could fix this problem and the Chamber of Com- 
merce has pledged to go this route. If the matter is debated fully, and industry lob- 
bying does not win out over the long-standing concerns of the House and Senate ju- 


20 Footnote missing. 

21 Footnote missing. 

22 Footnote missing. 

23 Footnote missing. 
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diciary committees about acute docket overload in the federal courts, the IQA could 
be transformed from nuisance to major wrench in the works of health and safety 
regulation. In effect, it would then amount to a codification of corpuscularization, 
especially with respect to documents such as risk assessments covered by the bul- 
letin, which was supposedly written to implement the IQA. 

One Small Size Does Not Fit All 

The threshold problem with the bulletin is that it reflects the naive belief that 
uniform, government-wide standards would improve a process that has almost as 
many iterations as it does results. The bulletin requires agencies to include a “cen- 
tral or expected” risk estimate whenever a “quantitative characterization of risk” is 
made available, and mandates that quantitative estimates should be done “when- 
ever possible .” 24 Just how would one calculate this central estimate? 

This bulletin uses the terms ‘central’ and ‘expected’ estimates synonymously. 
When the model used by assessors is well established, the central or expected esti- 
mate may be computed using standard statistical tools. When model uncertainty is 
substantial, the central or expected estimate may be a weighted average of results 
from alternative models. Formal probability assessments supplied by qualified ex- 
perts can help assessors obtain central or expected estimates of risk in the face of 
model uncertainty . 25 

Suppose we must conduct a risk assessment of a single toxic substance (think ar- 
senic, dioxin, perchlorate, mercury, or vinyl chloride) and have available chemical 
structure analyses, animal and epidemiological studies, and fate and transport mod- 
els. Each piece of research has its strengths and weaknesses, including the inevi- 
table policy-laden, default assumptions about the shape of the dose response curve, 
the level of exposure of both animal and human populations, and the pharmaco- 
kinetics of what happens to the chemical once it enters the body. 

The bulletin appears to require that the numeric results of specific subgroups of 
models be averaged together. One example is the hotly contested area of dose-re- 
sponse curve models that use either traditional, “no threshold” assumptions or as- 
sume that low doses of specific chemicals are “acceptable.” But the bulletin does not 
stop there. Instead, it appears to require that the numeric results of the full range 
of “apples and oranges” models somehow be subject to number crunching, also yield- 
ing a single estimate of risk. 

Given the right, balanced, and suitably skillful risk assessor, a reference dose 
(RfD) for a single chemical can be calculated, although the calculation will require 
a series of scientific findings and science policy judgments that must remain fully 
transparent so that they can be debated fully. These difficulties are the reason why 
NAS panels routinely wring their hands over such numbers and either add a series 
of safety factors to hedge their bets 26 or pronounce the EPA RfD “justifiable ,” 27 as 
they did with EPA’s mercury and arsenic reviews. 

Now suppose that we are doing a risk assessment that has considerably more di- 
mensions: an assessment of the risks posed by a substantial expansion of nuclear 
energy or the implications of a terrorist attack on the chemical industry. Anyone 
familiar with the practice of risk assessment in this broader context would recognize 
the foolishness of attempting to calculate a central number that reflects the wide 
variety of models and other methodologies used by multi-disciplinary approaches. 
Reducing such disparate pieces of data to one number can only produce the “junk” 
science that sound science advocates assure us they are determined to eradicate. 
Even constructing a meaningful qualitative statement summarizing central risk 
poses substantial challenges. 

The Great Conflation 

The fact is that risk assessments come in all shapes and sizes. They can take 
weeks, months, years, or decades. The perceived magnitude of the risk inevitably 
plays a crucial role in determining an assessment’s nature and scope, and OMB 
wisely advises risk assessors to be transparent about these decisions . 28 But it is one 
thing to acknowledge that science policy-makers cannot help but think about the im- 
portance of a problem and what they might be able to do about it when they design 
an assessment and quite another to say that they must identify and assess those 


24 Footnote missing. 

25 Footnote missing. 

26 Footnote missing. 

27 Footnote missing. 

28 Footnote missing. 
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solutions before the nature of the risk is established. And yet the bulletin demands 
that they undertake exactly this task: 

“[R]isk assessments that will be used for regulatory analysis . . . shall include 
... an evaluation of alternative options, clearly establishing the baseline risk, as 
well as the risk reduction alternatives that will be evaluated [and] a comparison of 
the baseline risk against the risk associated with the alternative mitigation measures 
being considered ,” 29 (italics added) 

Distinctions between risk assessment and risk management have provoked many 
a lengthy and esoteric argument in the rarified circles that undertake this trouble- 
some work. Across the political spectrum, many believe that there is no clear line 
between the two, especially in the sense that policy-making, as opposed to “pure” 
science, infects both aspects of any problem. “Hard” science informs the design of 
experiments and determines the results, while “trans-science” permeates everything 
that happens to those results before they affect human affairs. 

Acknowledging this reality is not the same thing as accepting the very large stride 
that is necessary to get to the idea that risk assessors must worry about the dif- 
ficulty of finding a remedy before they have assessed the risk. One especially pun- 
gent example is testimony by Colonel Dan Rogers, a lawyer by training and Depart- 
ment of Defense’s point person on perchlorate, before the NAS panel reviewing 
EPA’s RfD on perchlorate: 

Thousands of men and women in the uniformed services of the United States 
of America eagerly await the results of your careful and considered and objec- 
tive deliberations, for what you decide will have a greater impact on their lives 
than on any others. [TJhere is no room for reliance on science policy precaution 
for its own sake . . . Every layer of science policy precaution inhibits our ability 
to train . . . [putting] our combat forces and, ultimately, our nation at risk. 
(italics added) 

— Colonel Daniel Rogers, U.S. Air Force . 30 

Or, in other words, the bulletin supports Colonel Rogers’ demands that the panel 
consider his dire warnings about diminution of national security at the same time 
that it grapples with how perchlorate might pose a risk to public health. 

Prove Rather Than Prevent Harm 

One of the well-established practices used to both simplify and ensure the protec- 
tiveness of risk assessments is to apply the “No Observed Effect Level” (NOEL) as 
a starting point for dose-response analysis. The reasoning is that since we do not 
have a firm handle on why certain chemicals cause disease, or how diseases like 
cancer are initiated and spread, any change detected in an organism following expo- 
sure is the right place to begin charting whether additional exposure will cause 
harm. However, science has evolved in some cases to allow us to consider that some 
organisms can endure such changes without suffering damage. In those instances, 
it may well be appropriate to begin charting a dose-response curve at the “No Ob- 
served Adverse Effect Level” (NOAEL). 

Rather than allow this approach to evolve at the same pace as the science, how- 
ever, OMB waves a wand and transforms it to the default assumption in all risk 
assessments . 31 With respect to human health effects, measuring the concentration 
of a chemical metabolite in a target tissue is “not a demonstration of an adverse 
effect” although it does indicate exposure . 32 Nor does measurement of a “biological 
event in the human body” demonstrate an adverse effect . 33 Instead, “adversity typi- 
cally implies some functional impairment or pathologic lesion that affects the per- 
formance of the whole organism or reduces an organism’s ability to withstand or re- 
spond to additional environmental challenges .” 34 

At least two things are notable about these stark instructions. First, this aspect 
makes it clear, if there was any doubt, that the bulletin is not a summary of con- 
sensus risk assessment principles, however carefully OMB hedges the language in 
most sections. If OMB actually uses this language to ride herd over assessments, 
much less if the courts become involved, the bulletin will skew risk assessments in 
the direction favored by regulated industries. 

Second, OMB is obviously preoccupied with EPA risk assessments dealing with 
toxic chemicals where NOELs and NOAELs are relevant to decisions whether to 


29 Footnote 

30 Footnote 

31 Footnote 

32 Footnote 

33 Footnote 
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control exposure. Rather than simply pursue this narrow, albeit controversial, goal, 
OMB does its best to camouflage its intentions with lofty expressions of overall con- 
cerns about improving the quality of assessments government-wide. 

Politicized Double Standard 

As added evidence that OMB is pursuing a political, as opposed to a scientific or 
even objective agenda, the bulletin exempts from coverage risk assessments pre- 
pared by regulated industries, including new drug approvals, pesticide registrations, 
and the licensing of individual (e.g., nuclear or chemical) plants. In these contexts, 
risk assessments are used to determine whether to allow activities to occur, from 
the marketing of Vioxx to the use of pesticides to the operation of Three Mile Island. 
If OMB sincerely perceives a problem with risk assessment used in a regulatory 
context, and believes it has the legal authority and scientific expertise to define and 
police the preparation of such analyses, this double standard is as unwarranted as 
it is unexplained. 

Conclusion 

OMB’s foray into peer review was a misadventure of sizeable proportions. The 
bulletin shows that OMB learned little from that experience, although it is also pos- 
sible that OMB is cheerfully immune to such controversy and expects to be barraged 
by the same wide variety of stakeholders as those that attacked its peer review pro- 
posal. Given the relative importance of the bulletin, we can only hope that it is not 
disappointed. 

Source: Risk Policy Report via InsideEPA.com 
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Defending Clean Science 

Sound policymaking depends on open access TO unbiased science. In recent years, however, 
the scientific process has been polluted by polities and ideology, calling into doubt che 
credibility of the science and scientists that Inform rive regulators' process. Center far 
Progressive Reform Member Sdtoiars luvc written extensively on the laws and regulators' 
policies that can help ensure researchers are free to develop, dure, and debate their svork 
without interference from special interests whose power or profits might be affected 

Our work in this area includes: 

■ Rescuing Science from Politics: Regulation and the 
Distortion of Scientific Research 

Edited by Wendy Wagner and Rena Stdnzor 
Cambridge University Press, 2006 

f 'PR Member Scholar with expertise in law-, science, and philosophy contributed chapters 
to this book, exploring the ways that special interests can abuse the law- to intrude on the 
way that scientists conduct research. Wagner and Srcinznr dose the book with an 
examination of the principles that should support any reforms aimed at protecting scientists 
(independence, transparency, and a public infrastructure for science) and suggest some 
concrete legal and regulatory diangcs. 

■ Sequestered Science: Secrets Threatening Public Health 
by Renu Stcmzor and Matthew Shudu 
«hrtp:(/wwwprogiC'isiveTeform.org/anidcs/Sccrecy_' , 03.pdf>> 

In this White Paper, we explain how the legal system enables, and often promotes, 4 culture 
of secrecy that obscures science on rht adv ene effects of consumer products and toxic 
chemicals. Kcv provisions of several environmental, health, and safety laws are compared, 
with a focus on their disparate treatment of confidential business information. The paper 
also debunks .several justifications typically offered to support rhe argument chut information 
relevant to public health should be sequestered. 

■ Strategies for Dosing the Chemical Data Gap 

by John S. Applegate and Katherine Boer 

<<http://www.progrcisiverv-forra.org/an3dcs/Closing_Dau_Gaps_602.pdf>> 

Following up on an earlier GPR report (“Overcoming ’Em-iron mental Data Gaps:' Why 
What ERA Doesn't Know about Toxic Chemicals Can Hurt." CPR White Paper 510). we 
analyze the underlying causes of the gap between the legal system's demand for information 
about chemicals and the existing supply of available data. We examine the relative 
advantages and disadvantages of a variety of ways to fill or bridge the data gap. keeping in 
mind the ultiraate goal of protecting people and the environment. 
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Executive Summary 

Several years ago, a group of scholars at the Center for Progressive Reform (CPR) set out to 
develop legal reforms ihai would reshape rhe legal and political dynamics that determine 
how scientific research informs regulatory decisions. The impetus for this protect was the 
recognition that opponents of protective regulations did nut limit their objections to polity 
debates, but also attacked the research supporting such decisions in ways that undermine 
scientific integrity. 

Private sponsors recruit prominent scientists to sign ghost written articles based un skewed 
research (as in the Vioxx episode) or try to censor research results that they do not like. 
Researchers bee spurious claims of scientific misconduct and peer review panels lack balance 
or include members with blatant financial conflicts of inreresi- Special interest* seeking rn 
influence (he policymaking debate submit studies without the underlying data that is critical 
to evaluating their validity or claim chat Information crucial to understanding a chemical s 
toxicity is a trade secret and must be withheld from the public. Fven when companies know 
that exposures to their products have caused harm, they fail to file “adverse effects reports ' mi 
the problems can be investigated. These political assaults on regulator)' science haw already 
cost us dearly, delaying the battle to control climate change and prolonging government 
efforts to protect people and the environment 

Two yean ago, we wrote a book. Rescuing Science from Polina: Regulation and the Distortion 
of Scientific Research (Cambridge 2006). which explain* these phenomena and analytes their 
adverse effects on the development uf disinterested and complcic research Rescuing, ^aemr 
also proposed some initial ideas for how Congress, die courts, and federal agencies could 
restore the independence of science in the regulatory 
process. The book is based on three fundamental and 
incontrovertible pnnciples that should guide any legal 
reforms designed to promote clean science: 
independence, transparency, and a robust public 
infrastructure to support research 

This white paper is the logical next step in developing 
concrete, workable reforms to federal law and 
regulation based on those broad principles. In Table I 
(next page), wt recommend major changes to law and 
legal practice to launch a full-fledged rescue of science 
from politics. 
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/tabu i. 

I Nine Essential Reforms 


Recommendation 

Problem 

Reasoning/ 

Means of Implementation 

1 Level the pUying lurid k» 
udJAcfv funded and privately 
funded cccna: 

Scientist* conduct log federally funded research mutt 

make available a-l of the<r underlying data pursuant to a statute 

known as the •'Shelby Amendment or the "Oata Access Act ' 

But privately funded research med to /rtforoi the regulators process 
it exempt from fheie requirements, creating a sharpty tilted playing 
field lor informing regulatory paUcvmaUng 

The 'cou-rcmenis that appfy 
to ptib'id, funded science should 

Also apply ts pnvaf <iy sponsored 
science 

2 Require Disclosure of 

Spon»o*-ControUec Rest arc n 

Special Interest* routinely demand that agencies use 'souner 
science to make regulatory policy, which shuulp mean that such 
science Is conducted by disinterested researchers who are able to 
operate mdependenOy In designing, conducting, and reporting the 
result' of then studies Over the 'ait three decades, however, the 
bulk of research That Informs health and safety policymaking is 
privateSy sponsored Empirical studies have shown that pr.varc 
sponsorship skews the outcome of th* research, especially when 
sponsors insist on control over study design and impose pre- 
publication review requirements. Oeipite th»* evidence, most 
regulatory agencies remain Ignorant of these conditions, which 

Could affccl II'B weight the government gives » prwatfly 
sponsored studies. 

Studies wonuhed so federal agencies 
should away* be accompanied Oy 
statements disclosing the amount of 
control sponsors had over fha design 
and publ-ation of research, federal 
olfloals should request fh|* information 
i when researchers do not submit it 
vo*unt3ft*y, and It they are unable to 
obtain thi* information, ihey should 
opium how they assessed the <*iiafc»-:y 
ol 0 «e research and the weight rhry 
ulnmaMly afforded the conclusions 

3. Strengthen advene effects 
reporting 

Companies that manufacture toxic chemicals have substantial 
amounts of Information regarding the potential rtsks those chemicals 
cose la workers, the pub*c at large, and the environment as ,n 
the case w-th DuPont's fatfufe to discloi* risks posed b> 
oemuorooctanoic ac*d tPfOA, a chemical used in manufacturing 
Teflon), companies withhold significant amounts of information from 
federal regulatory EPA considered DuINjnt's failure to report 
suffieiendy serious to tngoer the unusually high penalties ol J1Q.2S 
mibson In fines and another SB. 25 million in compulsory 

Supplemental Environmental Protects. 

Public ana p-.vaie endues that become 
aware of potentially significant risks 
caused by huardous substances in 
in consumer products, chemicals sold 
in commerce or used in manufacturing, 
or disposed in a manner that causes 
human exposure must disclose any 
known Informal-on regarding these 
•nks ta regulatory authorities Exposure 
data, research refined to environmental 
transport, and studies on tnx* 
cogenonuc* mu*t be shared, ti’A 
should explore new methods for 
gathering adverse effects information 
that seek the assistance of Ihe medical 
profession Use Insurance industry, and 
the plaintiffs’ bar. 

4. Separate science irom polo, 

V. 

In 2007, the Department of Inienor Irispecfor General sported on 
the case Of lube MacDonald, a political appointee who routinely 
instructed conservation Otologists to change the* <e»earch reports 
so that Endangered 5pfrwe* Act protection* could t»e undermined. 
MacDonald is the most egregious example of a partem of behavior 
in this and uthee federal agencies 

Scientific studies used to Inform 
regulatory policy should be U'sclosed 
and docketed in the administrative 
record before the decls«o«makvsg 
process begins to prevent political 
appointee* and other interested parties 
Irom pressuring scientists to edit o» 
distort their findings ^ 
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/table 1. A 

Nine Essential Reforms (continued) 


Recommendation 

Problem 

Reasoning 

Means of Implementation 

S ?mUrct whistleblowers 

Stany 0 » the worst abuses of regulatory science were brought to 
pupae adendnn by courageous agency employees who nixed 
their ca*e*r» m protest 0 < the poMiCtfation ol indepimdeni research 

Too often, whistle blowers cannot protect themselves from harsh 
retaliation as a result of loopholes in ranting laws 

Whistleblowers wno disclose instance* 
of Interference or suppression that 
compromise ttte conduct and reporting 
■ o» science used in the regu*tiw 
process must be protected from 
, retaliation by expanding record 
keeping requirements so that political 
Interference may be detected more 
easily, changing the allocation of 
fedf'ai poeit'om fcetween the career 
and excepted service establishing 
i federal scientific Integrity regulation*, 
and improving and expanding 
existing wliiittetslowrr protections. 

6 Establish a legal cause 
o' octrois tor harassed 
scientists 

When epdemrologntt began to prove finks between inhalation ol 
second-hand smoke and lung disease, tobacco company 
represemaUves called the.? superior* to question their competence 
Academic scientist! have been threatened with lawsuits, subpoenaed 
by courts, and compelled to withdraw arndes submitted Irom 
publication, all without receiving legal support from the* -mtitution* 

Scientist* idDiect to harassment, 
including frivolous Charges of 
scientific misconduct or open record 
requests and other legal ptocesaes 
fe.g.. subpoenas, mterrogatonew Ihiil 
are unreasonable in scope d> oemand, 
stiould have the right to seek damages 

1 by filmg an aetton In federal court. 

7. Rnsjore balance and 

transparency to the peer i 
review process 

Congress passed the Federal Advisory Comm.itee Act (FACA) to 
ensure that when private secccy parties gather in committees to 
advise the government, such consultation* are disclosed to the pubt-c 
and the committees relied a balance ol views on the issues. These 
protections have been eroded in practice and by the courts, 
exempting too many peer review panels from transparency 
requirements ana resulting rn stacked advnory panels. Far example, 
in 2002, then- Secretary of Health and Human Service* Tommy 
Thompson re-shudled Center tor Disease Control's iCDO's Advisory 
Committee on Childhood Lead Poisoning Prevention to eliminate 
long-serving experts on the consequences of mfani *na todcT<r 
exposure replaclnq then* with people who had never done *n> work 
on the sublet. 

All members of outside committees 
that advne federal agenda must 
disclose a »ul< suite o» information 
about their propensity tor conflicts of 
interest or bias. Ag.-ncy ettorts sc. 
screen to» that biases and contact* of 
'"»«•«« must oe sub|ect to pubi c 
notice and comment Firsairy, agencies 
empanelling advisory committees 
should tharph limit U*ew use of 
confUct-of-nterest watvert and prohibit 
those with wawers from votinq o" 
committee recommendations 

8. Prevent Overbroad trade 
secret claims Front 
Compromii»ng public health 
and natural resources 

When companies subm-t research sbool chemicals in commerce they 
routinely stamp it "confidential business Informal ton* (CBtV 
sequestering even basic toxicological information from public 
release. EPA requires companies to provide upfront substantiation 
for such claims in the context of its Toxic Substances Contro' An 
(TSCA) § 8(e) program, with the result that the number of CBI Claims 
chops sharpfy. 

Crucial toxicological and ecn- 
trwicolagicol mto-mation should be 
exempt from C8l claims. Any entity 
claiming CBI must provide upfront 
substantiation regarding why the 

protection Is warranted- CBI 
protections should expire within live 
years unless a compelling case for a 
limited axtonston *s made 

9. Create an environmental 
science registry 

The FDA's omlcal studies registry is designed to prevent duplication 
ot research and prevent private sponsors from suppressing studies 
that do not tom out as well as they hoped (or cMmp'e, by 
showing that a chemical ooukJ have an adverse effect on public 
health or the environment. No comparable disclosure requirement 1 
applies to studies conducted o«* the environmental effects of 
common chemicals or pesticides 

A registry ul scientific studies modeicra 
on the Food and Chug Admavstrauon s 
clln^a'. trial* regidry should be 
established ro» cbemcats and 
pollcrde* 

> 
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Introduction 

Man)* of the statutes Congress has enacted w protect the health and safety of consumers, 
workers, and the environment depend in pan on scientific research to inform federal 
agencies’ implementation of their mandates. The statutes recognize that agencies sometimes 
must act before “definitive” science documenting the nature and scope of the harm is 
available because taking precautions is far preferable to allowing pollution to kill or 
Otherwise threaten public health and natural resources. Staff at the Environmental 
Protection Agency (EPA). Food and Drug Administration iFDAi. Occupational Safer)' and 
Health Administration (OSHA). Consumer Product Safety Commission (CPSQ, National 
Highway Itansportation Safety Administration (NHT5A), and other federal agencies arc 
expected to gather the scientific research relevant to their decision making process and then 
use this science to set protective standards. Inevitably, the available science is uncertain and 
incomplete, complicating the task of creating workable regulation* that properly manage 
risks. 1 This entire process must be accomplished under the watchful eye of the regulated 
community and public interest organizations. As a result, the science behind agency 
decisions often becomes the center of vehement, if sometimes obscure, debates about how 
best to manage risks. 

Even though the science used for regulation is highly contentious, surprisingly few guideline* 
govern the agencies' use of this science, particularly with respect to research sponsored by 
private sector entities ( "private science"). Science supported by the government (“public 
science") is subject to a number of oversight mechanisms. But private science used for 
regulation is generally exempt from examination wirh respect to inappropriate sponsor 
control over decisions regarding study design and publication, scientific misconduct, data 
transparency, and other crucial qualities. Additionally, federal agency officials often are not 
requited to share internal, agency-generated research and scientific analyses, and arc not 
compelled to docket internal debate about the available science. Consequently, several 
obscure procedures, or policymaking “black boxes." surround the integration of science Into 
agency policy that undercut both the reliability and legitimacy of the resulting policy 
decisions. 

I he two touchstones of clean science arc transparency and independence. The concept of 
transparency affects three stages In the production and use of research. First, regulatory 
agencies depend on scientific research that can be and has been validated because the data, 
models, methods, and other critical pieces of the research are open to review. Second, all 
research relevant to public health and environmental regulation must be communicated to 
the appropriate agency in a rimely and accurate manner, ensuring that the "best available 
science" is truly available to the agency-. Finally, open access to the governments 
decision making process - transparency as to how the science is used - is an essential 
component of dean science. Combining these three elements of transparency promotes 
broader involvement in the regulator) process, ideally improving the end result 
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The principle of independence is equally important because the credibility of* a researcher's 
work is dosdv tied to her ability m follow science where it leads her without regard to 
outside economic or political pressures. Scientists engaged in research that could affect 
public health or the environment and impose coses on the regulated communin' must be 
allowed to conduct their research free of any impediments or restrictions on their nghts to 
publish or otherwise communicate their results to nutside parties. They must have the 
opportunity to choose research projects, design neutral studies, assess their data, and report 
their results based solely on their best scientific judgment. 

The reforms we propose arc progressive responses to die problems that surround the 
integration of science into agency policy and emanate from the two fundamental principles 
of promoting transparency and protecting independence in regulatory science. These 
proposals arc important steps, designed to staunch misuse of the legal system so that 
scientists have space to develop their own responses to these inevitable pressures. However, 
the ultimate .solutions to ihc pervasive and debilitating politicization of science must come 
from within the scientific community itself. 
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Improving the Data Access Act 

The asynitnetnc.il design of the Federal Data Access Act (DAAi i* the fust problem that 
Congress and federal policymakers should address. This statute, sometimes referred 10 as the 
"Shelby Amendment." in honor of its author. Sen. Richatd Shelby R.-U). instructs the 
White Houv. Office of Management and Budget <OMB) to amend the rule* governing 
frHrrnl giant disbursement to nuke scientific data t reared with the support of federal hinds 
publicly available through the Freedom of Information Act fFOIAl. Enacted js a rider in .1 
-f.OlfO-pagc omnibus appropriations bill, the DAA reads in full: 

Provided further. That the Director of OMB amends Section „ .36 of OM li 
CircuLr A- 110 tn require Federal awarding agencies to ensure that all data 
produced under an award svill be made available to the public through the 
procedures established undet the Freedom of Information Act: Ptovided 
further. That if the agent s obtaining the data docs so solely at the request 
of a pm ate party, the agency mas authorize a reasonable Use# fee equaling 
the inciemental cost uf obtaining the data.* 

.As the text reseats, the Act docs not address accessibility of the growing amounts of data 
generated by the pnirtle Sector that is used to |UstiK positions on regulatory policies. Ibis 
lopsided approach frustrates the fundamentals of scientific and regulatory transparency, 
which applv tn all research - not just research supported by the government - if participants 
in the regulators process want to use it to influence a final action. 

Writing in the H>v i.tni Joiiriu/ on Isgnhrivii shortlv after the DAA was signed into taw. 
Venarot Shclbv explained his rationale tor introducing the amendment ' VChilc 
acknowledging the importance of transparency of regulatory telenet. Senator Shclbv old 
that his primarv motivation fur sponsoring the legislation was a dispute sv Ith LPA civri 
access to the undcrhmg data in a federally funded «udv used to support revisions to the 
ozone and paniculate matter National Ambient Air Qujliry Standards."* ITrc “Six Cities 
Studies’ showed adverse effects on respirators and pulmonary functions among human 
suh|ccrs who exercised in chambers contaminated bv these pollutants at levels comparable 10 
ambient air in some major cities. Senator Shelby was incensed when neither EPA nor the 
researchers would disclose the underlvmg data Fhus the DAA was bom, applicable unlv to 
federally funded research 

In tncffnii to devise guidance explaining to agencies bnw they should implement the DAA. 
OMB proposed several ideas that ignited a firestorm of proirsr from the scientific 
community Specifically, the scientific commenterv raised concerns about the statutes 
inattention to human tubiecr privacy concern*. intellectual property protection as related to 
the Hay h> Dole Acts award of patent tights on the basis ot tcdcraltv funded research, 
potential harassment bv those who might be subicct »o more stringent regulation as a resuh 
of federally funded research, and the possibility that the timing of data accessibility could 
disrupt the traditional rhythm of scientific discovery. Alter two rounds of prupased 
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revisions, OMB‘> final changes. embodied in Circular A-l 10, were adopted with the 
following key features that limited the reach of the Act in a way more comment with the 
views of the scientific community: 

• rhe public can use FOLA to access only research data 0 ) "relating to published research 
findings that arc (2) "used by the Federal Government in developing an agency action 
that has the force and effect of law."* 

• Research data that scientists must divulge upon request from am agents do not include: 

"Trade seems, commercial information, materials necessary to be held confidential by 
a researcher until they arc published, or similar information which is protected under 
law : and 

"Personnel and medical information and similar information ihc disclosure of which 
would constitute a clearly unwarranted invasion of personal privacy..." 

1 he constraints on the DAA imposed by OMB in response to public comments reflect an 
cffori to promote transparency in the scientific process while at the same time allowing for 
speedy development of regulation and protection of confidential information and scientific 
independence. Apparently OMB did an adequate job of balancing these competing 
interests, became the scientific and public interest communities - who had initially lobbied 
for repeal of the DAA abandoned chat position affei the final revisions to Circular A-l 10. 
Given that the Circular A-l 10 limitations to the DAA’s scope appear generally to protect 
scientists in a reasonable way while advancing the goals of regulatory transparency, we 
propose expanding the coverage of the DAA to a broader range of scientific studies. 

First, we recommend that Congress extend i/k DAA 10 coper the results of privately funded 
research. This proposal, on its own. is relatively uncon trover siaL The American Association 
for the .Advancement or Science, the Association of .American Universities, and the National 
Research Council have expressed support for sharing research data relevant to public policy 
debates.* and the public interest community has maintained that the DAA't asymmetrical 
applicability runs contrary to principles of transparency and accountability, industry groups 
also support equal treatment for all science. The .American Chemistry Council's Long- 
Range Research Initiative, which sponsors new research aimed at improving chemical mk 
assessment, requires grantees to make their dara accessible. 9 

We further recommend t/tat the Acts coverage extend la data that support regulatory act tans 
beyond those with “the force and effect of law. ’ This reform Is neccwarv because regulatory 
agencies use scientific research to support many decisions thar may not rise to the Joel of 
having "the force and effect of law* but nonetheless have a significant impacr on their efforts 
to protect human health and the environment. For example, risk assessments developed for 
El’As Integrated Risk Information System (IRIS) database do not have any iegal effect on 
their own but are highly influential in regulators' decisions throughout the wotld. Similarly. 
U.S. climate change policy is in its infancy, and the scientific basis for decisions about 
whether and how to act is under intense scrutiny. The substitution of voluntary or 
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We 

recommend 
that Congress 
extend the 
Data Access 
Act to cover 
the results of 
privately 


incentive-basal program* for binding legal requirement* in various other fields put* a 
premium on the transparency ot the science used to justify such decisions. The same is rni* 
for decisions to retrain from adslrcssing health and safety problems on the grounds that the) 
arc not pressing concerns (e.g.. OSH As failure to regulate ducciyl ,1 toxic chemical used in 
the manufacture of popcorn sold to consumers'.’** In the field of endangered species 
protection- the decision to not list an imperiled species as threatened or endangered should 
be supported by research that is subject to transparency rnlcs. 

Ratlrer than limit mg data access to research tup port mg the vaguely worded "agency ait ion 
with the force and effect of law, " we rrcommend that coverage should instead reference the 
.Administrative Procedure Act (APAt definitions of "agency action" and * agency proceeding. 
L’ndcr rhe APA an agency action is defined as *thc whole or a pan of an agents- rule, older, 
license, sanction, relief, or the equivalent or denial thereof, or failure to act-*'” An agency 
'proceeding" means *anv regulatory process as defined by .’the terms rule making,' 
adjudication or licensing,'!"’* The advantage of using these terms is (hat years of agencs 
practice and legal preerdem will help inform decisions about whether particular data should 
he accessible. Additionally, the inclusion of instances svhert the agency fails to act based nil 
scientific research will now be subicct in greater accountability. However, the*: reforms do 
not adequate^ expand the universe of regulatory decisions that trigger FOIA-based data 
access procedures. 


funded 

research. 





To bring a broad universe of regulatory decisions under the umbrella of a revised DAA. we 
further recommend expanding data access rights to cotrr research that informs "significant 
guidance documents," tit defined by Executive Order ljvi22. ' \ “guidance documcnr is 
“an agency- statement of general applicability and furore effect other than a regulatory action 
that sets forth a policy on a statutory, regulatory, or technical issue or an interpretation of a 
statutory or regulatory issue."'’* We suggest expanding data access requirements onlv to 
cover /igntfhant guidance documents as a was of promoting transparency without excessively 
impinging on administrative flexibility.'* Most agency actions that arc not Pmalircd through 
the rulemaking process are of limited applicability and significance - they guide internal 
deliberation* or clarify- minor ambiguities in more formal regulations. It is important to 
protect the agencic*' ability to develop these documents quick!) so that they can be revised 
continually to reflect new information. But at the same time, the public has a legitim jw 
interrst in the accessibility of data that support things like influential risk assessments and 
reports on 'education, health care. drug usage, crime, welfare, the environment, and Social 
Security""’ that in turn support regulation or legislation. The definition of "significant 
guidance document" in Executive Ordct 13422 provides a workable starting point for 
striking a balance between transparency and efficiency. 


[hiring the public comment period on proposed revisions to Circular A-l 10. O.MB 
considered broader data access rights akin to those we have tusr suggested, but hacked off the 
idea after determining that the proposal was 'burdensome and time-consuming, and would 
intrude into the agency’s deliberative process. 1 However, this conclusion was based on an 
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incorrect assumption about the timing of data access rightv The DAA stares that data access 
rights take effect when an agency has "used" the research, OMB correctly determined chat 
in rhe context of notice and comment rulemaking an agency can be viewed as having used" 
research findings when those findings arc publicly and officially cited in a Federal Register 
rulemaking notice. 18 But when agencies undertake less formal actions without preparing 
explanatory documents for the Federal Register, OMB found it “unclear" how the statute 
would operate. 1 * OMB considered only one admittedly unworkable approach to solving the 
problem! 

(Ajn agency might be viewed as having 1 used" research findings if those 
findings; (I) were relied upon in an internal agency memorandum sent to a 
decisionmaker: (21 were discussed in an agency staff level communication, 
such as an email message; or (3) were simply available for the agency stafF to 
read, regardless ol whether there was any evidence that the staff relied upon 
the findings in carrying out their work.- 11 

I Itw scheme would certainly be burdensome, time-consuming, and an intrusion on agencies' 
dcliberarivc process, but these problems arise because this scheme would shift the 
determination of whether research findings were "‘used” to a premarure paint in the 
decisionmaking process. As in the context of notice and comment rulemaking, an agency 
should not be considered to have 'used" research findings unless they arc publicly and 
officially cited, rhat is, outside the context of notice and comment rulemaking, an agency 
has onlv used research findings when a document citing chose findings is published in final 
form or in draft form for public comment. 

To summarize, the DAA should be considered the srarting point from which Congress 
launches a broader program to ensure transparence In the creation and use of all regulatory' 
science, not (ust publicly funded science. An improved data access policy should have rhe 
following characteristics: all research data, regardless of funding source, should be publicly 
accessible if research findings based on that data are used by the federal government in 
support of an agency action, agency proceeding, or significant guidance document. 

Research findings are “used by the federal government" when the agency publicly and 
officially cites them. 1 hese principles, clarified by the discussion above, strike an appropriate 
balance between transparency and efficiency. 


Page 9 


Saving Science from Politics: Nine Essential Reforms of the Legal System 



344 


Page 10 

Private 
funding 
increases the 
likelihood 
that the 
researcher 
will have 
significant 
financial ties 
to a person, 
corporation, 
or other 
organization 
that could 
benefit either 
directly or 
indirectly 
from her 
research. 


Center for Progressive Reform 


Eliminating Funding Bias and 
Sponsor-Controlled Research 

I he most recent estimates from die National Science Foundation indicate that private funder* 
i ww responsible for more than fifty percent of the SI 43 billion dollars spent on basic anti 
applied research in rhe US in 2006.* 1 the objectivity of this work might legitimately be 
questioned for multiple reasons. For one. private funding Increases the likelihood tlut the 
researcher will Have significant financial tic* to a person, corporation. n» <n her organisation that 
could benefit cither directly or indirectly from her research. Mcu -analyses of research results in 
the fields of pharmaceuticals, toxics, and pesticides often suggest that the identity of the spoiuoi 
I affects the outcome of scientific studies.** Researchers suggest that die problems run deeper 
than simple bias :n interpreting data - privately funded science sometimes suffers hum 
methodological biases that corrupt rhe data. In die field of pharmaceuticals, these 
methodological biases can include enrollment of relatively healthy patients, insufficient selection 
or dosage of comparator drug, inadequate sample sire, or inappropriate length of patient folUv 
up.* M Resides these predetermined methodological decisions, during the study itself, researchers 
have discretion in nuking decisions about which effects arc recorded and aiutaod.- 4 At each 
stage in rhe research process, funding bias can affect (he outcome of a study. 

Skepticism about the objectivity of privately funded research also ha* roots in sponsors' 
attempts to put limitations on researchers independence. In hopes of protecting the financial 
interests implicated by the research they sponsor, private funders have engaged in .1 practice of 
contracting with researchers who will agree to allow their sponsors to dictate aspects ofrhcir 
work. Examples include sponsor- prescribed trial design, limited access to data, restricted 
participation m data interpretation, and incomplete editorial and publication right*.-’’ Though 
the problem is must acute in fields of rcscaich where studies are linked directly to big-market 
consumer products teg., pharmaceuticals), the problem is not limited to private research 
sponsor*. Government agencies including the Department of Defense and Federal Aviation 
Administration are also guilty of attempting to limit researchers' rights to data and results.-^ 

Private sector sponsors advance numerous justification* for limit* on scientists' independence. 
One line of reasoning is that sponsors deserve the opportunity to capture returns on 
investment before copycat products arc developed. Another is rhe argument that private 
sector sponsors will have le» incentive to fond research if they cannot control the 
dissemination of results that could trigger liability or more stringent regulatory standards. 
Firms that have large-scale, diversified research program* (e.g., Merck, the manufacturer of 
\loxx) also want to be able to halt some research projects at "critical development milestones' 
in order to optimize allocation of research money.*’ Regardless of rhe justification, these 
impediments tu independent scientific research are harmful because rhev reduce rhe 
credibility uf individual projects hy creating a presumption of sponsor manipulation. 

two groups with an institutional Interest in maintaining independence in scientific research 
| have adopted policies designed to create incentives that will encourage both researchers and 
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their sponsors iu avoid contractual limitations un independence. Major research universities 
have developed policies that prohibit engaging in research projects contingent on limited 
publication rights.** thus shrinking the pool of accomplished researchers available to 
sponsors who want to constrain scientific independence. In addition, the International 
Committee of Medical Journal Editors (ICMJEf has adopted a polio that requires authors 
to submit a written declaration regarding their level of control over the research that 
supported an article submitted for review, 7'Ar Xfw England Journal at Methane lire 
Journal of the American Medical AumHation (JAMA), and other major journals have said that 
the)* will not review or publish articles unless the authors disclosure statement indicates a 
substantial level of* control over the research and reporting of results. 

Despite these efforts, sponsor control over research and publication continues to be a 
problem because the interplay between researchers, funders, and the researchers' home 
institutions is much more complex than it might seem at first blush, To begin, university 
policies that protect publication nghts may he less complete than is needed in significantly 
affect contract negotiations. A survey of the 100 U.5. institutions with the most funding 
from NTH in 1998 uncovered only 1 1 university policies that specified a time limit for delay 
of publication or presentation of research results to allow review by corporate sponsors. 5 ® 
However, a more icccnt study, conducted after the IC.MJK revised its policy on authors 
autonomy, found that a vast majority of* medical school* "would not approve provisions 
giving industry sponsors the authority to revise manuscripts or decide whether results should 
be published.*' 1 Former Harvard University President Derek Bok suggests that enforcement 
may be the real problem, noting that “company research directors reporr that they seldom 
have difficulty obtaining as much secrecy as they want.” 32 A shift in the types of 
institutions that are obtaining funding is also a factor. Nonacademic research groups 
tcontntvt research organizations, or CROs) that ‘can do the job for less money and with 
fewer hassles than academic investigators” arc getting an increasing share of research funding 
because the)- are more likely to accept limitations on independence and are not os motivated 
by the potential for publication in research journals. 

Despite the growing body of evidence suggesting funding bias is a serious problem, 
regulatory agencies still use research to support regulatory action ssithout necessarily 
knowing the source of funding for that research or whether the authors had complete 
reseaich and publication independence. Some leading biomedical journals have adopted i 
policy of requiring disclosure of sponsor control over any research submission.' 3 The 
information requested from researchers provides transparency as to the identity of sponsors, 
the types of support provided, the role of the sponsor in the research process, and the 
researchers' level of control over the study and data." To improve transparency m 
regulatory science, federal agencies should follow this model, requiring that studies submitted 
to the agency be accomptinied by disclosure statements that provide all of this information. 

W hen agency officials want to use a study that they discovered in searching the literature, 
they should be required to contact the principal imrsttgator and request this information. 
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Improving Adverse Effects Reporting 

t.ongrcsi Inserted provision* in TSCA and the Federal Insecticide. Fungicide, .tnd 
Kodcmicide Act (FIFRA) ih*c require regulated parties to inform LPA when they develop oi 
discover information thar suggests threar* to public health or the environment. But these 
requirements have not been updated in decades and arc increasingly inadequate. Under 
TSCA. for example, registration of a chemical with EPA triggers a continuing obligation on 
regulated firms to submit to EPA any information they obtain that "reasonably supports the 
conclusion that a chemical or mixture they manufacture, import, process, or distribute 
“presents a substantial risk of injury to health or the environment." 3 ' Similarly. FI FRA § 
6(a)(2l states thar pesticide registrants have an ongoing duty after registration to submit to 
EPA any "additional factual information regarding unreasonable adverse effects on the 
environment caused by the pesticide.^* Failure to adhere to these disclosure mandates can 
lead to significant civil or criminal penalties. but the government must discover the 
withheld information before it can punish rhe firm that keeps it secret. 

These legal standards depend too much on the discretion of the firms who manufacture, sell 
or use ihe products that pose the risk Under TSCA, reporting i* triggered by three 
judgments: whether the information (I 1 reasonably supports <21 a conclusion that the 
substance presents (3) a substantial risk of injury. Under FIFRA, three alternative faccors 
govern whether information is reporrahle: whether it is (1 ) additional. (2) factual 
information (3) regarding adverse effects. 

To strengthen these requirements and ensure that evidence of adverse effects it reported to the 
government, we recommend Jour reforms : 

• Promulgation of new TSCA regulations that require regulated parties to disclose any 
research tJ/at provides significant knowledge that would allow scientists to assess the risk 
of a chemical circulated widely in commerce ; 

• Issuance of EPA “safety net " guidance under FIFRA specifying that information beyond 
specifically enumerated types of studies must be submitted if it would serve the same 
purpose as the listed data ; 

• Enactment of a free-standing, cross-aming requirement that manufacturers and users of 
hazardous agents in the form of either products or wastes must report instances where 
exposures - estimated wing either reasonable worst-case methods or metlntds to estimate 
the expected value of exposure ■ could pose a significant threat to human health; and 

• Expansion oj efforts to collect risk data from private institutions , including the 
plaintiffs' bar, the insurance industry, and rite medical profession 
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The PFOA Episode 

Flic December 2005 settlement agreement between EPA and DuPont over DuPont's failure 
in comply with TSCA $ 8(c) highlights the problems with compliance. In 1978. DuPont 
began studying the human health effects of perfhtorooctanoic acid (PFOA. a chemical used 
in manufacturing Teflon). 1,1 By 1981, the company had cumpilcd reports about PFOA in 
pregnane workers and their offspring, developing ‘ the first direct human evidence of PFOA 
crossing tlic placenta in humans. 1 "* 2 a startling discovery that greatly increased the risks 
posed by exposure to even low doses of the chemical. In addition. Duikmt conducted two 
different studies of PFOA in the blood of residents of the community surrounding « West 
Virginia plant where the chemical was used and three inhalation exposure studies using ruts 
and chemicals similar to PFOA. The company failed to submit the results nf any of rhese 
studies to EPA upon completion. 

The first evidence of these studies did not reach EPA until 2001. w hen attorney Robert 
Billon discovered documentation of the studies while investigating a class action lawsuit 
jgainst DuPont for suspected PFOA contamination of groundwater surrounding a West 
Virginia plant. Billow sent copies of the studies to EPA. which began a $ 8(e) enforcement 
action soon thereafter. 45 EPA and DuPont settled the enforcement ease for penalties 
totaling 510.25 million and Supple-mental Environmental Projects worth S6.25 million.*’ 
unusually heavy penalties in an unfortunately rare type of enforcement action. The precise 
number of injuries that could have been prevented by more timely disclosure has yet to be 
determined, but we do know that one child born to a DuPont employee working in rhe 
PFOA planr "was bom wirh a severe nostril and eye defect and another was bom with an 
unconfirmed eye and tear duct defect." 45 and that workers in a Minnesota PFOA plant have 
exhibited an increased risk of death from prostate cancer and stroke.* 1 ’ 
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New TSCA Section 8(e) Regulations 

I he PFOA settlement highlights the potential for abuse of TSCA § 8(c). * The only legally 
enforceable reporting standard is the stature itself, since EPA has never issued any regulations 
that clarify what rvpcs of information the agency expects to be reported, giving companies 
too much room to evade these requirements on the grounds that they did not “expect" a rtik 
rr> be "substantial/ EPA has two guidance documents on the subject. ’ 8 but the history of $ 
8(e) non-compliance suggests that the guidance is insufficient. 

Between Eebruary 15)91 and May 1996, EPA ran a Compliance Audit Program that 
encouraged companies to search for and disclose any 1 SCA-reJevant risk information by 
establishing a $1 million ceiling on penalties that would be imposed against any single 
company for failure to comply with $ 8(e). 4v Eighty-nine companies participating in the 
program found over ! J.000 previously unreported studies,'* 1 suggesting that there ii a 
serious problem of non-compliance. 
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Scrapping 
existing 
guidance and 
beginning 
anew with 
legally 
enforceable 
regulations 
would allow 
EPA to make 
a strong 
policy 

statement in 
favor of 
transparency 
in privately 
funded 
research. 


\ problem with $ 81e) highlighted by the DilRxu case is the bet that the statute and 
guidance arc susceptible to □reurm-ention by corpuscularuation. ‘Corpuscubrizatluif Is the 
tactic of highlighting the inherent and unavoidable incompleteness of any given scientific 
study ro frame it as not scientifically valid.' 1 DuPont argued that the evidence of cros>- 
placcntal PFOA exposure and PFOA contamination of water supplies do not reasonably 
support a conclusion of substantial risk because the information pertained to exposure done 
and did not make a causative link between exposure and harm. ‘ To pui the argument in 
stark terms- the company seems to suggest that scientific studies arc only subject to § 8(e) 
repomng if the results of the study reach definitive conclusions that a given number of 
people became iD as a result rtf exposure, if that argument were true, it would give short 
shrift to the fact that evidence of a chemical s ability to cross the placenta and teach a fetus 
Jramatitaiiv expands the potential for adverse exposure to babies in utcro. 

Moreover. DuPont's reasoning contradicts well-established scientific standards for regulators 
risk assessment, which involve uking a sscight-of-the-cvidcncc approach. Scientists of 
relevant disciplines consider all available srudics that svitl improve our understanding of 
release- fate and transport, exposure, cellular response, and many other factor*.'' Properly 
understood. TSCA $ 8(e) reflects the principle that a broad range of scientific iCacarcti • 
necessary for proper risk assessment and that no study can survive the test of proving 
causation on its own. Therefore, any study that could play an important role in assessing 
fisk should be covered by adverse effects reporting requirements. 

The disconnect betwee n regulated parties understanding of the § 8(c) requirements and the 
tPA enforcement office * understanding of the requirements 1 as exemplified by the DuPont 
ease) could be resolved by improvements to EPA guidance or establishment of new 
regulations. VC c recommend the latter option. Scrapping the existing guidance and 
beginning anew with legally enforceable regulations would allow EPA to make a strong 
policy statement in favor of transparency in privately funded research. It would also better 
implement Congress mandate lor disclosure of any scientific research that could prov ide 
significant knowledge about toxic substances that would allow scientists to assess risk. 


EM should develop new TSCA reguLitions th.it require regulated parties to disclose any 
research that provides significant knowledge that would allow scientists to assess the risk of a 
chemical circulated widely in commerce, especially High Production Volume chemicals (those 
produced or imported into the LAS. in quantities nj one million pounds or more per year/. 
Exposure data, research related to environmental transport, studies on toxicogenomtcs, and a 
host of oilier research not necessarily disclosed under the current guidance would he shared. 


Adding a FIFRA 'Safety Net' Provision 

Under FIFRA- Congress used difFetem language to describe the advene effects information 
that should be reported to EPA. For pesticides, a particular scientific study should be 
submitted under FIFRA § 6(aP2) if it presents "information regarding unreasonable adverse 
effects." Unlike ihcTSCA adverse effects repomng program. EPA actually established a 


Saving Science from Politics: Nine Essential Reforms of the Legal System 



349 


Center for Progressive Reform 


detailed set of regulations governing advene effects reporting under ihu vague statutory 
standard '’ Since the first iteration of* the regulations in 1978, EPA has taken "a very broad 
view of' the statutory scope of section 6(a)(2)." explaining “that reportable information nerd 
only ‘pertain ar relate to unreasonable advene effects on the environment: it does not have 
to indicate, establish, or prove the existence of such effects.”'" Despite espousing this 
viewpoint. EPA adheres 10 an enforcement policy that greatly limits the statute's 
effectiveness. 

Instead of crafting regulations that would implement the 'broad view" of $ 6(a)(2) '» 
coverage. EPA chose ro limit coverage to only that information which 'the Agency considers 
relevant to determining whether a registered pesticide continues to meet the standards of 
registration.' ' The regulations thus list certain types of toxicological, ecological, and 
human epidemiological studies that EPA wants registrants to submit "and csscnriallv 
exempts from the reporting requirements information not coveted by the Rule." 8 Under 
threat of civil and criminal liability, registrants must submit: 

• Toxicological studies..." 

- Showing loxic effects in a different tissue than previously reported; 

* Showing toxic effects at a lower dose, after a shorter exposure period, or aftcT a shorter 
latency period; 

Showing toxic effects at a higher frequency: 

- Showing toxic effects in a different species/ strain/scx/gcncrarion often animal; and 

- Leading to a lower toxicity indicator like an LD50, LC50. or irritation index. 

• Ecological studies... 0 ' 3 

- Leading to a lower LD50. LCSQ. or EC50 than previously reported; 

Showing chronic effects at lower levels; and 

• Using different test spcciu and indicating lower LDSO or LCSO. 

• Human epidemiological studies... 6 * 

- Showing any correlation between exposure and adverse effects, regardless of whether 
the registrant considers the correlation significant. 

• Surface or ground water screening studies.,. 6 ^ 

- Measuring the chemical in a concentration higher than an EPA-cstablnhcd Maximum 
Contaminant Level (MCI ). Health Advisory Level (HAL), reference dose (RfD). or 
reference concentration (RfO- 

This regulatory scheme lias the benefit of making reporting requirements objective, thereby 
limiting the discretion afforded to registrants in deciding whether 10 submit a specific piece 
of research. However, such specificity also limit* the utility of the statute. By limiting itself 
ro a laundry list approach. EPA indirectly encourages the sequestration of information that 
would be useful to scientists and the public in studying and managing the risks posed by 
toxic chemicals. 
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EPA should supplement existing El FRA disclosure requirements with a "safety net" provision 
that requires disclosure of evidence not specifically listed that would provide the equivalent 
function of informing re-regiftration risk assessments of covered pesticides. 

Cross-cutting Adverse Effects Reporting of 'Significant Threats' 

Recent headlines make it abundantly clear that a great deal of critical health and 
environmental risk information has been suppressed, leading to delays in apprupnate 
government response,^ At least some of this suppression cat! be blamed on incomplete and 
ineffective regulatory requirements governing adverse effects repotting. 1ft recommend that 
Congress pass a free-standing law that requires any entity, including the federal government, 
that produces goods in commerce within the United States to report any information that 
suggests a “ significant threat" is posed by exposure to any ‘hazardous agent " contained in 
those products and the wastes tltey become. 

The twq fundamental challenges in creating this new reporting requirement will be ensuring 
broad coverage of hazardous agents and establishing a low reporting threshold. At a 
minimum, the reporting requirement should cover "hazardous substances' as defined in 
Superfund. ^ the active and inactive ingredients of pesticides/ 1 ' substances covered by die 
federal Hazardous Substance Aa. 66 petroleum products, and materials regulated by the 
Atomic Energy and Nuclear Regulators Commissions. This proposal would expand existing 
Supcrfund reporting requirements by eliminating exemption* for petroleum products, the 
normal use of pesticides, and nuclear materials- However, it is considerably* narrower than 
the Supcrfund requirement that any "release* or ‘'threatened release' into the “enviiomncnt 
trigger reporting obligations/’ Instead, application of the new law would depend on an 
"objectively reasonable belief" that potential exposure levels could pose a significant risk 
Potential exposure levels should be estimated using cither reasonable worst case methods ot 
methods to determine the expected value of exposure. Companies should be encouraged to 
over-report in the first years of the statute. Agencies must undertake routine enforcement 
from the new law's effective date, with penalties gradually increasing as its parameters are 
defined by relevant agencies and the courts. 

\C f c recommend that reports would be submitted to agencies with primary authority over the 
product or waste in question: environmental risk information would go ro EPA. workplace 
risk information to OSHA. consumer product risk information to CPSC, and 
pl-.armaccuric.il and food risk information to FDA. Each agency would have a uniform set 
I of remedies available and would coordinate cross-media exposures. Wc recognize that 

reviewing adverse effect reports would be time-consuming and demand additional resource- 
above and beyond w hat agencies now have available. In comparison to the costs ol 
unrecognized risks, we believe these additional expenditures would be a bargain. 
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New Approaches to Gathering Risk Information 

Another important point highlighted by the PFOA case is that manuiaLturers arc not the 
only sources of adverse effects information. In fact, the case illustrates the importance of the 
ton system as a sourer of information. 6 * But while the discovery powers available to 
plaintiffs' attorneys and the incentives to find ‘smoking gun" dncumcncs increase the 
likelihood of uncovering information that an agency might like to use in crafting protective 
regulation, those attorney s arc also obligated to work tuward their clients' box interests, 
which sometimes means exchanging scaled settlements fur larger payouts. EPA and 
Congress should consider working with other entities, especially the medical profession, rhe 
insurance industry, and the plaintiffs' bar. to access risk information. 0 '* 

The FDA Amendments Act of 2007 provides an example of an agency-driven program 
designed to uncover new information that would be useful to further supplement agencies' 
current primary reliance on regulated parties to produce post-market information on the 
adsrrsc effects of their products. This new statute instructs FDA to develop 'active post- 
market risk identification and analysis methods" for ail approved pharmaceuticals that will 
enable the agency to identity trends and patterns in adverse events caused by the drugs. " 
FDA is supposed to collect data from insurance claims, patient survey data, and any other 
data source deemed appropriate. The data collection methods developed by FDA under 
new amendments to its authorizing stature might have the potential to be modified to 
improve EPA's ability to identify adverse events resulting from exposure to environmental 
toxins. 
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Improving Whistleblower Protections 

Effectively protecting w histlcbJov.ro is another way to identify suppression and 
manipulation of science used for regulation. Generally speaking, whistleblower-protection 
laws arc designed ro ensure that employees who speak out against improper or illegal 
activities are not tired, demoted, or otherwise retaliated against by their cm plovers, The laws 
could be a useful tool for protecting scientists who make good faith allegations of research 
misconduct or disclose in some other fashion evidence of impediments to independent 
scientific inquiry . 

Unfortunately, existing law* do not provide adequate protection for scientific 
whistleblowers. : For instance, the Whistleblower Protection Act, the main statute 
protecting federal employees from retaliation, prohibits adverse employment actions in 
response to a federal employee s disclosure of information that die reasonably believe* 
evidences either (!) “a violation of any law. rule, or regulation;” or 1 2) 'gross 
mismanagement, a gToss waste of funds, an abuse of authority-, or a substantial and specific 
danger to public health or safety. * A federal employee who has evidence of interference 
with scientific integrity might claim that disclosure of that information would be covered by 
the ptotectinn for speaking out against an abuse of authority, but that it not an argument 
clearly supported by the statute. 

For privately employed scientists. existing whistleblower statutes are even more ambiguous 
Several environmental statures - for example the CAA. CERCLA. and the CWA - extend 
whistleblower protections to privately cmplovrd individuals who participate in the 
enforcement of those laws (e.g.. by testifying before Congress or a judicial proceeding or by 
assisting in regulatory proceedings). ' But the availability ol the protections afforded by 
statutes will often turn on wherher the employees whistleblowing results in the 
commencement of a proceeding ro administer or enforce some other provision of statute, 
Disclosing evidence of interference with scientific integrity- is not dearly covered bv these 
statutes. 

Finally, the structure o» whistleblower protection, insofar as it relies primarily on back-end, 
reactive protections, is an unsatisfactory system. Federal scientist* should be able to rely on 
wcll-doigned decisionmaking procedures and dearly defined role boundaries for political 
appointees *o rival the need to became a whistleblower docs not arise. 

Front-End Protections: Improving Administrative Recordkeeping 

Recent rulemakings arc littered with examples of White House staff and agency political 
appointees secretly rewriting draft rulemaking notices and scientific reports to distort the 
candid opinions of career sciencisrs and even outside peer reviewers. These alterations were 
revealed only through whistleblowers and persistent investigative reporting. Endangered 
species decisions. * climate change reports, and the Bush Administrations proposals to 
control mercury trom power plants 0 have all been compromised bv ideological re-drafting 


Center for Progressive Reform 


Saving Science from Politics: Nine Essential Reforms of the Legal System 



353 


Center for Progressive Reform 


at scientists' work. Expanded administrative recordkeeping requirements could prevent or 
at lout minimize - such inappropriate interference by creating a public record of the 
evidence whistleblowers need to support their claim*. 

The Administrative Procedure Act (APA) requires federal agencies to keep a paper trail of 
then decisionmaking process in an administrative record, but the record compiled by an 
agency is often suspiciously limited to a collection of documents char justify the agency's 
final decision. Conspicuously absent from the record arc documents that indicate what thr 
scientists said before the policymaking debate begin. In the interest of regularary 
transparency and as a way to protect federal scientists, we suggest that agencies consider 
revising their record-keeping policies to memorialize agency scientists' prt-detisional findings. 

The requirements governing what materials mast be included in an administrative record 
come from a variety of sources. The APA itself simply says that a court "shall review the 
whole record" when reviewing agency decisions but does not describe the types of 
documentation that must be in the record. Some statutes, like the CAA ansi CERCIA. 
enumerate certain materials that must be kept in the administrative record for parriculat 
rulemakings. * POJ has issued a guidance document on compiling an administrative record 
which implores agency staff to include a broad range of materials in the record. The 
guidance states that officials should include “documents and materials whether they support 
or do not support the final agency decision" and 'documents and materials that were before 
the agency at the time of the challenged decision, even if they were noi specifically 
considered by the final agency decisionmaker." ,y Yet the induiionary tone of the DOJ 
guidance and the broad language of the APA do not ensure a fully developed administrative 
record. Entrenched agency practice, supported by the longstanding legal privilege for 
documents that could expose the deliberative process, is unduly generous in providing 
agency staff excess discretion to limit the documentation of prc-docUional internal debate 
regarding scientific documents. 

The contours of the deliberative process privilege have been explored by the federal courts in 
lawsuit* over agencies' rejection of FOIA requests. FOIA defines the deliberative process 
privilege as protecting * inter-agency or intra-agency memorandums or letters which would 
not be available by law to a part)* other than an agency in litigation with the agency."** 0 As 
defined by the FOIA case law. this privilege shields from public view documentation of 
agency work that is “prc-decisional" (generated prior to adoption of agency policy) and 
“deliberative" (reflective of the give-and-take of the consultative process). Hl The 
justifications for the deliberative process exemprinn arc three: (1) to protect “creative debate 
and candid consideration of alternatives.’' (2) to protect "the public from confusion that 
would result from premature exposure to discussions occurring before the policies affecting it 
had actually been settled upon." and (3) to protect “the integrity of the decisionmaking 
process itself by confirming that 'officials would be judged by what they decided], not fot 
matters they considered before making up their minds.'"'*- It is the fim of these three 
justifications - a desire to protect candor in agency deliberations - that is generally 
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considered the “key question” in deliberative process eases.*-* In the words of Chief Justice 
Warren Burger. *|h!uman experience teaches that those who expect public dissemination of 
their remarks may well temper candor with a concern for appearances and for their own 
interests to the detriment of the decisionmaking process. - * 8 '* Based on this common 
experience, the led era! courts continue tu uphold agency official* discretion ro limit the 
, administrative record to a fraction of the documentation that would provide a clear picture 
of the decisionmaking process. 

Our proposal to expand the publicly available administrative record sit* at the interlace of rwn 
opposing public policy norms: the desire to increase regulatory transparency in order to 
maximize accountability, public trust, and engagement in the regulatory process versus rise desire 
to protect internal deliberations in order to encourage candor and flexibility, which in turn 
improve job satisfaction among career naff. We arc sensitive to concerns about maintaining 
independence in agency deliberations, hut we also recognize that the status quo. which favors 
limited recordkeeping, is contributing to the growing distrust of federal regulatory agencies. 

Important administrative law court ease* support our proposal to require fuller disclosure of 
rise deliberative process. Under the Lnittd Suita « Novtt Scona Food Products Carp. ease, 
agencies must disclose enough of the scientific data that support a rule to enable interested 
parries to provide meaningful comments on proposed rules and courts to assess whether die 
rule is based on administrative consideration of all relevant factors. 8 * Fuller disclosure of 
deliberative documents would assist agencies in satisfying these procedural requirements. 

What types of records should expanded recordkeeping requirements reach? Agenda should 
consider explicitly exempting the products, analyses, and discussions af scientific research 
from the deliberative process privilege, even if they are produced by agency scientists. Given 
the recent problems with political interference with scientific reports, however, it may 
ultimately rest with Congress to adopt statutory requirements that agencies docket all pre- 
deeisional scientific studies and analyses by agency experts if the agenda do not increase 
disclosure in this area on their ran. This approach would help protea whistleblowers by 
minimizing the blurring of lines between science, science policy, and pure policy fi' 

Front-End Protections: Reforming the Civil Service 

Improving administrative recordkeeping requirements « a first step in dearly delineating 
between the roles of agency scion lists and policymakrrs. improving the integrity of federal 
decisionmaking and. ultimately, preventing whistleblower problem*. * However, 
recordkeeping requirements alone arc insufficient, limiting the depth of political 
appointments into agencies’ management structures would help empower career staff. In 
addition to preventing individuals beholden to changing administration* from intruding in 
the icdtnical work of agency scientists, congressional!)' mandated limits on political 
j appointments could improve agency morale and lead to stronger resistance ro improper 
political pressure Congress should consider changing the allocation of federal positions 
I between the career and excepted service. 
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Front-End Protections: Establishing 
Federal Scientific Integrity Regulations 

Finally, to prevent cases of political manipulation of science that lead to whistleblower 
protection problems, federal agencies need to establish unambiguous statement* about the 
rights and responsibilities oFall employees with respect to scientific integrity. On several 
occasions - most recently Following the scandal of Julie MacDonald abusing her power and 
manipulating endangered species decisions 8 ** - the Department of Interior has attempted to 
create enforceable ethics guidelines; however, the initiatives have tailed to produce use hi! 
standards ot practice. Congress should consider mandating that all federal agencies adopt 
regulations that prohibit agenev officials From “coercing or inrimidatmg Scientists or altering 
or mtsUiaractenring scientific conclusions and Information."** 0 Requiring the adoption oF 
regulation* through notice anJ comment rulemaking will ensure transparency in the pioccss 
and vs, II result jn the creation of legally binding rights and duties. 

Back-End Protections: Improving and Expanding 
Existing Whistleblower Protections 

Rep. Henry Vi'axman (D-CA) has introduced legislation to address scientific integrity by- 
adding a new provision to the Whistleblower Protection Act chat defines illegal “abuse of 
authority as. among other things, “any action that compromises the validity- ur accuracy of 
federally funded research nr analysis" and "the dissemination of False or misleading scientific, 
medical, or technical information."** 1 This change is essential to adequately protect federal 
employees from retaliation. Amendments to orfrer statutes (e.g., CAA. CWA. CF.RCLA) 
based on the proposed changes to the Whistleblower Protection Act might be a good solution 
to problems of political interference with science in d*e ptivnte sector, loricate sector 
employees should be protected when they adhere to their ethical dun to report actions that 
compromise the validity or accuracy of research or result in the dissemination of false or 
misleading information. 

Expanding whistleblower protection statutes requites changes to the bureaucratic- 
mechanisms relied upon to investigate whistleblower cases. These cases are funnded through 
the Labor Department's Occupational Safety &. Health Administration (OSHAl. which, 
along with the Federal Circuit Court of Appeals, ha* greatly curtailed the protections 
available through whistleblower protection statutes. 1 * 2 Congress and life federal agencies 
should consider establishing alternative ways for whistleblowers to lodge complaint}. 

Congress could create a specialized scientific ombudsman's office staffed by people trained in 
the distinctions between and potentials for overlap of scientific and policy Judgments. 
Ombudsmen could be empowered to insist on review of a scientist's complaint* by top-level 
official*, take their concerns directly to legislative oversight committees, or even ptepare 
reports that would become port of the administrative record available to reviewing courts.' 1 ' 
•\gencies inspectors general might also be able to provide the independence and will to 
investigate allegation* rtf whistleblower retaliation that OSHA lack*. 
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Establishing a Legal Cause of Action 
for Harassed Scientists 

Congress should also address the ure of legal processes to harass scientists. A prominent 
example is the case of Dr. Paul Fischer, a researcher at the Medical College ol Georgia, who 
investigated the effect of Camel cigarette advertising campaigns on children . 44 When San 
Francisco attunin' Janet Mangini sued the R.J. Reynolds Tobacco Company because it had 
failed to put warning labels on promotional products. Reynolds subpoenaed Dr Pitcher's 
records. He was not a pam- to the rare or a whneti for either side, and his studs' had not 
1 been cited in Mangini s tilings, yet Reynolds lawyer* ordered hint to produce mountains of 

1 materials, from original test materials to "all correspondence relating to the research" to 'the 

| names and telephone numbers of all of the children who participates! in the study 

Concerned about violating confidentiality agreements signed with each of the participants' 
parents before conducting the research. Dr. Fischer hired a lawyer to have the subpoena 
quashed because n was overbroad and unjustified. Remolds then pursued the same strategy 
of obtaining dl of Dr. Fischer's research documents using the State of Georgia's Open 
Records statute, and this rime Reynolds succeeded. Throughout these legally sanctioned 
, attacks, the Medical C.ollegr nl Georgia refused to support Dr. Fischer. Ultimately he 
i resigned from his tenured position in disgust. 

The abuse of Dr Fischer is only one example of legally hocked harassment of independent 
scientists. 4 ** Rep. Joe Bartons inquiry into the work of dimate scientist Michael Mann, 
abusive use of state open record requests against public university researchers, and 
defamation claims filed against scientists provide oihet recent examples of how special 
interests have abused legal processes to attempt to intimidate them and deter rhem from 
pursuing their research .' 1 As Donald Kennedy, the editor nf StHHff. observes: 

Many ;*cientistsl arc wary of work ihac may find use in some regulatory 
proceeding. They wonder whether the data underlying their findings may 
be subject to examination and reinterpretation, perhaps with .some "spiif 
supplied by the revisionists. They know that charges of research 
misconduct could arise from hostile access to their scientific work- They 
know they are vulnerable ro personal attack from thnsc whose interests may 
be adversely affected by the product of their research. ' w 

Scientific misconduct allegations have also been filed against federally funded researcher: by 
those who were adversely affected by the researchers' work.' 1 ’’ Even though the scientists 
arc generally exonerated these non-merltonous allegations of research nmcondticr financed 
by special interests can still have a serious and lasting Impact on the accused. In the short- 
term, productive work is interrupted while the accused devotes time and energy to 
responding to the allegations. Notebooks, computers, and other lab equipment arc 
sometimes off-limits during the investigation, and interactions with colleague* can become 
strained. In the longer term, even scientists who have been exonerated have had their labs 
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dosed down, lew their jobs, and accumulated staggering legal dcbrs.* ,> ' , Any allegation of 
misconduct can cast a pall over a scientists work, harming her reputation and prospect* for 
future grants. 

The common thread running through all of these examples of scientific harassment is that 
the affected researcher has little recourse other than to wait out die often tedious legal 
proceedings. Creating a limited cause of action that would allow harassed scientists to 
recover compensatory and punitive damages for unduly burdensome subpoenas, spurious 
allegations of research misconduct, bad faith open records requests, or any other abuse of 
legitimate legal processes would give scientists a too! that tlsey could use to ensure 
compensation for their inconvenience. iyi It would also have the important effect of raising 
the costs to those engaged in these types of excessive activities. However, because we do not 
want to inadvertently outlaw vigorous disagreement over unsettled science, there must be * 
high and dear threshold for this limited cause of action. 


Any allegation 
of misconduct, 
can cast a pall 
over a 
scientist's 
work, harming 
her reputation 
and prospects 
for future 
grants. 




Saving Science from Politics: Nine Essential Reforms of the Legal System 



358 


Page 24 


Center for Progressive Reform 


Improving the Federal Advisory Committee Act 

Stronger legal and regulatory controls on agencies use ot' science advisory hoards are essential 
to counter the trend toward political manipulation of this vital stream of science advice to 
the policy process. One of the most important institutional devices for translating scientific 
studies into puhlic policy is the federal advisory committee. Agencies engaged in cumplci 
rulemakings chat require application of advanced scientific research often seek advice and 
counsd from opens in the field who are not full-time government employees. Through the 
use of advisory- commitrccs. agencies arc able to get the best advice from tciemitts who arc 
well-respected in tbrir fields and ensure that they understand how a range of disciplines 
interact to intorm the resolution of difficult questions. 10 * Advisory committees also 
improve accountability in agency decisionmaking by giving independent, disinterested 
outside experts an opportunity to critique how agency scientists ate approaching a problem 
Finally, and perhaps most important, the “stamp* of approval by an expert body helps 
insulate the agency from criticism by the political branches and the courts.’ 0 ' 

Advisory committees are ubiquitous in the modem regulators- system. 'Thousands of 
advisory boards, subcommittees, and informal advisory groups meet each year to provide 
fcdcial agencies with their perspectives on policy and regulation. ( ounring only the 
formally chartered advisor)' committees, there are some 62,000 committee members whose 
viewpoints help shape the regulator)- landscape. 

The Federal Advisors- Committee Act I FACA > is Congress’s attempt to ensure that advisory 
committees include balanced viewpoints and arc devoid of undue influence bv special 
interests. FACA sets forth certain procedural requirements for the establishment and 
operation of advisory committees, including requirements that each committee be 
established by charter, 105 that all meetings and their purpose be publlJacd in advance.’ 00 
that transcripts and other meeting materials be made publicly available after the meeting, 10 
and that meetings be open to the public.* 0 * .All of these requirements were designed to 
leverage public notice and participation as • means of ensuring that advisory committees 
provide neutral advice. 

In its first 35 years of existence, FACA has been an ef fe c ti ve tool for improving transparency 
of federal advisors bodies. Since FACA is not limited to science advisory committees, 
however, its effectiveness could be impruvrd through amendment! designed to adsircts two 
problems unique to science advice*. First, the law imposes a responsibility on federal agencies 
to balance the viewpoints of committee members and ensure no special interest has undue 
influence on the committee, but it provides little in the way of specific requirements for 
managing scientific conflicts of interest. Second. FACA provides insufficient guidance to 
agencies to ensure that their processes governing the selection and use of science advisors are 
transparent to the public. 
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Committee Composition 

The committee selection process occurs in two stages. First, an agency must ensure the right 
mix of committee members (both from a disciplinary and inrra-dtsciplinary perspective). 
Second, an agency must ensure that the individuals appointed to the committee arc able to 
render objective judgments about the weight of evidence before them. 

Choosing the Right Types of Committee Members 

At the first stage, chinning the right mix of committee members involves rwn consideration!. 
The first issue is that commirtet members can cither be selected as "special government 
employees" (SCF-s) or 'representatives." Representatives are chosen to voice the opinion of a 
specific interest group, e.g., pesticide fortnulaton or environmental advocates. Because rhc\ 
are chosen to provide a specific viewpoint - to harbor a specific bias - they arc not subject to 
conflict-of-interest review. SCEc on the other hand, arc supposed to provide neutral advice 
and arc subject to the same conflict-of-interest statute as full-time government employees. I,> ' , 
so they are required to report financial interest! that could create a real or apparent conflict 
of Interest. 

Agencies have broad discretion in choosing the employment status of advisory committee 
members, and agencies appear to vary in their approach to these issues. The FDA and EPA 
tend to employ advisors as SGEs. while GAO found that the Departments of Agriculture. 
Energy; and Interior rely almost exclusively on representatives to fill ihcir advisory 
committees, even though many of these committees would have been better served by 
SGE*. 1 It may be the administrative burden of reviewing SGEs conflicts of interest that 
creates an incentive to simply appoint committee members as representatives:' 1 * but the 
efficiencies gained through the use %»f advisors ujmmitTces 1 l * and the value of their 
recommendations should counterbalance those concerns. 

General Services Administration iGSA) regulations state that agency' heads arc responsible 
for ensuring that committee members' interests and affiliations arc reviewed for compliance 
with federal conflicts-of-inieres: statutes. and for making the decision as to whether 
committee members are appointed as representatives or SGEs.' ' * Seating repreientativts of 
special interests ns advisory committee members can threaten the balance of the panel All 
members oj science advisory boards should therefore be SGEs . GSX regulations could be 
chtrified by expLiining dust agency heads can best swine compliance with federal canfhcu-of- 
intereu statutes by maximizing the number of committee members appointed as SGEs, 
particularly on committees whose clutrges focus on scientific issues. 

The other committee membership issue that agencies need to address at a general level is the 
task, of ensuring balanced viewpoints. Under current GSA tegulations, agencies must 
develop j plan that ensures a committee will be balanced accoiding to the functions and 
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tasks 10 be performed. 1 '* The guidance provided ro agencies implementing this 
requirement instructs the agencies to consider the following factors in developing the plan: 

• The advisory commitrccs mission: 

• The geographic, ethnic, social, economic, ur scientific impaci nf the advisory 
committee's recommendations: 

• I*hc types ol specific perspectives required, for example, such as chose nf consumer., 
technical experts, the public at large, academia, business, or other sectors; 

• The need or; obtain divergent points of view on the issues before the advisory 
committee, and 

• I he relevance of state, local, or tribal governments to the development of the advisors’ 
committees recommendations. nf * 

Ideally, this list would also include an express requirement that agencies consider the 
scientific disciplines necessary to proper »r solution of t lreir charges. So- for example, if' a 
committee is charged with evaluating the toxicity of a chemical based on a host of clinical 
and epidemiological studies, that committee should have members who are experts in 
clinical toxicology and epidemiology. This compelling need for the correct mix of scientific 
disciplines seem* rudimentary, but its fulfillment has become more difficult as the 
complexity of scientific risk assessments has grown. 

Choosing the Right Individuals: Screening for Bias 
and Conflicts of Interest 

Moving on from the general go.il of ensuring that agencies seek out the right types of 
committee members, wc need to address the subsequent problem of ensuring that specific 
appointments do not threaren the committee's Integrity. To that end, agencies must screen 
potential committee members for biases and conflicts of interest. At this stage a new statute 
and x new agency take control. Each committee member who is seated as an SGE is subject 
to the federal conflict-of-imercst statutes enforced bv the Office of Government Ethics 
(OGE). These sratutes include the criminal conflict-of-imercst prohibitions in 18 U.S.C §§ 
201 « \eq. and the Ethics in Government Act of 1978,’ 1 which requires government 
employees to file reports regarding their financial and other interests. However, these 
statutes were designed to address critical concerns related ur all government crapluyrcs. 
including full-time employees. Members of Congress, the President, and federal judges. 

Thus they are not a tight fit for prospective advisory committee members and each agency 
has had to develop its own policies for ensuring FACA committees comply with the statutes 
The absence of clear guidance from OGE has led to a plethora of differing committee 
selection processes in the various federal agencies. 

Optimising the advisory committee selection process across federal agencies will require 
reforms that focus on a problem that is at its root one of definitions. Whaf is bias? What i> 
a conflict of interest? And when agency officials go ro seat committee members, are there d> 
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minimis biases or conflicts that they can safely assume will not color an advisor's- work? 

FACA. the federal criminal conflicts-of-imcrest statutes, and the GSA and OGR 
implementing regulations ail tail to answer these questions. Most federal agencies have only 
done so in a roundabout way. by using bus and conflict-of-interest screening policies that 
require prospective committee members to dudose certain limited information about their 
beliefs and financial interests. But rhesc information disclosure requirements vary from 
agency to agency, meaning that the definitions of bias and conflict of interest arc not 
uniform. Clearer guidance front GSA on whnr financial interests and biases are 
objectionable in the cuntcxi of advisory committee appointments might help agencies. 

I he National Academies have a policy statement that addresses the definitional issue wisely 
and would lie a good starting point lor amending GSAs regulations. It reads: 

Questions of lack of objectivity and bias ordinarily rdare to views irated or 
positions taken that arc largely intellectually matrvaicd nr that ante from 
the close identification or association of an individual with a particular 
point of view or the positions or perspectives of a particular gioup. 

JTJhe term “conflict of interest’ means any financial or other interest which 
conflicts with the service of the individual because it (1) could significantly 
impair die Individuals objectivity or (2) could create an unfair competitive 
advantage for any person ur organization 1 18 

Other agcndcs have neglected to articulate what sorts of interests they are trying to uncover 
with their bus and conflicts screening policies Clear anti concur statements like those 
quoted above, if printed at the beginning of etery agency's conflicts disclosure form, would 
send an unambiguous signal to potential committer members tints advisory committees art 
meant to produce neutral and disinterested advice. Moreover, it would set the tone for 
broad information disclosure that will help agency staff property compote advisory 
committees' overall composition. 

1 he National Academies’ policy statement is based on fundamental distinctions between bus 
and conflicts of interest. As the guidelines recognize, some degree of bus is unavoidable. 
Over time, through education and experience, everyone develops a degree of bias with regard 
to how common questions in their line of work should be answered. In feet, ir is precisely 
this experience that makes experts valuable to peer review. On the other hand, when biases 
become so strong that they impinge on an individual's ability to objectively answer new 
questions, that person should not l»c given the institutional power of an advisoiy committee 
member. The process ol choosing committee members should involve screening potential 
membett to ensure that then biases are not threats to objectivity. 

Improperly designed procedures aimed at uncovering biases are dangerous because uf then 
potential to slide down the slippery slope toward the 'political litmus tests' that infringe on 
a person’s privacy and were improperly used by some federal officials in recent vears 1 ,v The 


Page 27 


Saving Science from Politics: Nine Essential Reforms of the Legal System 



362 


Page 28 


A perception 
of a conflict of 
interest or bias 
can be just as 
detrimental to 
an advisory 
committee's 
legitimacy as 
an actual 
conflict. 


Center for Progressive Reform 


Nailoiul Academics statement on bias aiul lack of objectivity above hints at the types or 
information that a legitimate committcc-scIcction process should be designed to uncover, 
hot one. the focus should be on views stated and actions taken in a public forum. Examples 
arc analyses and conclusions published in research articles, statements made at conferences 
and other public speaking engagements, and any statements made as an expert witness. 

These statements are most likely to reflect an individual's most strongly held belief* and do 
not invoke privacy interests. Screening for biases and potential problems with objectivity 
should also focus on whether an individual's public statements reflect a dose tic to the 
positions or perspectives of a particular groups extreme view* If such a rie exists, it would 
au against the principle of ensuring thar FACA committees arc nut unduly influenced bv 
special interests. 

The National Academies' definition of conflict of interest is not limited to employment ot 
even financial benefits. Looking at such a broad spectrum of motivations is the best way to 
get a full picture of an individual* interests and discern whether she might be swayed in her 
decisionmaking. Most agencies use a conflicts screening policy that examines, as this mndeJ 
docs, nun-financial interests and interests of a potential committee member's immediate 
family and business partners. 

The temporal aspect of conflicts disclosure, however, is an area that needs improvement 
across the government. Even though a plain-text reading of the definition would indicate 
that the Academies demand disclosure of past and future interests, the guidance that 
accompanies the definition states that only interest* held at the time a committee meets are 
important. 120 But past employment relationships, divested interests, or potential future 
research support might create a perception of a conflict of interest or bias, which can be just 
u detrimental to an advisory commuter's legitimacy as an actual conflict. Therefore, 
reformed conflict s policies should require prospective committee members to report potentially 
conflicting interests for some set period isito the p*ut (three to five yean, at tlte least) and into 
the foreseeable future. 

Such a requirement is not unprecedented. FDA asks prospective committee members to 
disclose certain financial interests up to 12 months old. 121 Another section of the FDA 
conflicts-disclosurc form has an indefinite 'look-back’ period, asking: " lb your knowledge, 
do any of the following persons have ant past involvement with the mccting/task issues: 

You, your spouse, minor child, general partner, organization in which you serve as an officer, 
director, trustee, general partner or employee.”*** OGE requires disclosure of all financial 
interests up to 12 months old in order to comply with the Ethics in Government Act of 
I97S. ,W EPA looks at financial interests from the previous rwo years and any interest from 
the put five years that might impinge on rhe ability to provide impartial advice. 12 ** And the 
Journal of life American Medical Association asks authors to disclose relationships with 
financially interested parties dating back five years and into "the foreseeable future."' 2 ’ 

The second important concept contained in the National Academies' definition of conflicts 
of interest is that the definition does not set any threshold value below which conflicruig 
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intcrcm ns til Ik ignored. Most of the existing conflicts screening policies either set absolute 
thresholds for reporting (c.g., real property must he repotted only if its fair market value i* 
above S 1 ,000) nr create some linkage between the value of an interest and percentage of 
personal wealth l.c.g,, stocks and bonds valued below i percent of personal wealth are 
considered de minima). Abolishing reporting thrtsholds for financial conflict u-onld provide 
n fuller picture of a prospective committee member s potential conflict/ by allowing agency 
staff to look at an individual ) cumulative investments. 

The third important concept in the NAS definition of conflicts of interest is that it turn* on 
competitive advantages that might accrue to anv firm or organization for which a 
prospective member is employed, thus Helping to ensure disclosure of interests in firms thai 
compete with, supply products to. or are in any other way related to a firm directly affected 
by an advisory committee's work. Conflict-of-interest standards should be expanded to 
include the competitive advantages that could be gained by an entire with which the 
prospective panelist is affiliated. 

Another concept that deserves consideration i> the possibility of vesting the power to select 
advisory committee members in someone other than political appointees. Cunent practice 
put* the ultimate power of committee selection in the hand* of high-level agency official* 
who arc appointed by the president. Nominations for committee membership can come 
from the public, career employees, and, in some cases, other government organizations like 
the but the final decision about advisors' committee membership rests with polirical 

appointees. This power structure compound* concerns about the neutrality of advisory 
committee* by increasing the potential for political interference in the appointment process. 
Thus, to restore trust in the advisory committee system, changes to the bias and conflicts 
screening processes should be accompanied by changes to the halance of power in committee 
member nomination and appointment. 

At one end of the spectrum Is the idea of completely removing political Jppolntccs from the 
process of seating advisory committees. The National Academic* arc well respected and 
politically neutral and could be tasked with the responsibility of seating federal advisory 
committees. The Academies’ membership comprises a disxrsc group of experts with 
specialties in nearly even- field of research who could be a valuable resource for finding 
potential advisors 1 Committee members. Moreover, by moving the committee appointment 
process to a non- political arm of the government, committees will better survive changing 
Congresses and presidential administrations, thus enhancing the credibility of committee 
recommendations. Of course, completely eliminating political appointees from the 
committee selection process would pate some problems. For one. the current system 
maintains a level of accountability that would not be possible if politically insulated 
individual* were making final decisions. Furthermore, taking control of advisory committees 
away from administrative agencies might cause agencies to avoid seeking their advice. 

A hybrid system may be a more effective way to minimize political interference in the 
advisory committee selection process while at the same time maintaining accountability. The 
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National Academics arc an ideal resource tor committee member nominations, so a system 
modeled after the FIFR.-K Scientific .Advisor)- Panel might Ik the best option. I hc seven 
members of the FIFRA Scientific Advisory Panel arc chosen from a list of twelve nominee, 
six of whom arc nominated by NIH and trx oFwhom are nominated by NSF, ,r Depending 
on the subject matter that will Ik addressed, the proper arm of die National Academics 
(either NAS. the National Academy of Engineering, the Institute of Medicine, or the 
National Research Council) can be polled for nominations. Then, the agency thar chartered 
the committee can choose the committee members after screening for biases and conflicts ol 
interest and caking into account the ad' ite of agency staff. High-level officials should be 
responsible for signing off on the final choices and approving any conflicts waivers. 


Conflict-of-interest Waivers 

A question integral to any discussion ot committee appointments is how the appointing 
officials should address waivers, As agencies seek the scientists most experienced in rarificd 
fields, these scientists arc mote likely to be employed by - or have some financial relationship 
I to - companies that could he affected by the advisory committee's decisions.* 18 The 
problem becomes cs-cn more acute as the definition of ‘‘conflict of interest ’ expands. ,As a 
result, agencies typically grant waivers that allow 1 the Conflicted scientists to participate in 
committee deliberations and. occasionally, vote on the curaramecs final recommendations. 
Some public interest advocates have made the claim that advisory committees can and 
should be composed of only non-conflicted scicniisi$.* M However, a study by the Eastern 
Research (jtnup. commissioned by FDA, came to a different conclusion based on a review of 
124 standing advisory committee members at 16 committee meetings held between 
December 2004 and October 2006.’ 30 ER(j concluded that "[t]be practical feasibility of 
creating conflict-free advisory committees remains uncertain;* 1 31 

Given that the empirical research record on the issue of conflicts waivers is limited and chat 
we have advocated foe a broad definition of conflicts of interest, we will remain agnostic as 
to the fcasiblilt) of conflict -free advisory committees. Nevertheless. we are strongly hi favor 
of hunting the number of waivers on each committee and increasing transparency as to time 
waivers that are issued. With respect to the limitations on waivers, concerns about biased 
committee recommendations could be alleviated by limiting the number of waivers available 
pa- committee to a certain fraction of the iota! membership, and by prohibiting committee 
members who receive waiters from voting on the committee's decisions. These limitations 
would allow committees to benefit from the conflicted individuals' expertise while 
limu/taneously minimizing the potential far those individuals to threaten the integrity of the 
committee's final decisions. In terms of increased transparency, any proposed waivers should 
be posted on the Internet / 5 days prior to any committee meeting, along with a justification 
far the waiver and an explanation of the decision process used to set the composition of the 
committee as a whole, /unrated transparency about the decisionmaking process tin'll help to 
eliminate questions of credibility that regularly arise when the public finds that a committee 
is composed of conflicted individuals. 
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Transparency in the Appointment Process 

Government-wide FACA regulations must also improve the transparency of agency processes 
governing the agencies' evaluation of potential members for biases and conflicts, Tlte status 
quo lies at the least prescriptive end of die spectrum, relying on individual agencies to 
develop their own information collection policies. As a result, each agency has its own form 
that potential committee members must complete and its own interview process 
Furthermore, each agency has its own policy regarding waivers of conflicts of interest- This 
belt of uniformity is not something that wc think necessarily needs to be addressed by GJSA. 
The process of gathering and analysing bias and conflicts information is something ihai 
would probably benefit from regulator)- flexibility. For example, an individual's real property 
investments deserve more scrutiny when she may be the member of an advisory committee 
dealing with endangered species than when she may be on an FDA drug-approval advisory 
committee. The more important issue is transparency in the process. GSA's regulations 
should be revised to ensure that, regardless of the process an agency uses, the process is the 
same for each potential committee member and the results of the process arc publicly 
available. At the vety least, a blank copy of each agency’s conflicts disclosure form sitould be 
available online, along with a full description of the other methods used to collect 
information about conflicts and butses and how the collected information is analyzed. 

Closing a Loophole in FACA Coverage 

In some Instances, federal agencies avoid the difficult Issues of proper advisory committee 
selection hv simply commissioning private contractors to provide tlie advice they need. This 
loophole is an issue Congress must address because it arises out of the federal courts' 
interpretation of FACA’s statutory language. The statute only covers committees that arc 
‘established" or "utilised" by an agency 1 ' 2 The courts luve held that contractors who art- 
paid to provide agencies with expert advice are not established" or "utilized" by an agency - 
and are therefore not covered by FACA - as long as the agency docs not exercise a significant 
level of control ovrr the group 1 Congress should close this loophole by redefining FACA* 
coverage so that ir is dear that the Act is meant to ensure transparency and eliminate 
conflicts of interest even when a private entity » managing the advisory committee process. 
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Preventing Unwarranted CBI Claims 

Risk information submitted to the federal government is often hidden from public view 
through overbroad regulator) - policies designed to insulate Information claimed as "trade 
secret*' and '‘confidential business information" (CBI). Statutory definitions have been 
incrementally expanded through agency policies and by case law- in some Circuits. 1 ' 4 Phis 
process has turned non -mandatory and limited statutory exemptions in TSCA, FIFRA. and 
die FDCA into broad exclusions that routinely frustrate the statutory goal of improving 
regulation ihrough information disclosure. Agencies alao defer in the first instance to rhe 
regulated party to determine whac information should be classified as CBI.’" CBI claims 
need not Ik- substantiated in advance, at least under most of the public health and 
environmental statutes. 1 Instead, rhe justification fin a CBI classification is reviewed, if at 
.ill. by the agency only after the information has been requested under FOIA, 1 ' At that 
time, if the agency determines the CHI claim is unjustified it can release the information 
(after infonnnJ proceedings). I1-M However, if rhe agency official is wrong, they could lace 
personal civil and criminal charges for disclosing trade secret inhumation. 1-Vo A 2001 mono 
from Attorney General John Ashcroft suggests that the executive branch hits reversed its 
longstanding policy of operating under a 'presumption of disclosure ' ' ,M> In such a 
permissive environment, it is perfectly rational for companies to merefoim CBI in their 
rcgulirorv submissions, and the evidence suggests that this Is exactly whot they do. 1 11 

I he consequences of ovcrlv vigorous CBI claims are difficult 10 quantify, but they appear ro 
impinge, potemklly significantly. on the accessibility and utility i.f Important research and 
scientific information. For example, risk information submitted to EPA could be useful ro 
other federal and .rate officials, but statutory requirements to keep that Information 
confidential often prevent efficient information-sharing. Problems arise lot non-EPA staff in 
realising that the informorinn exists, getting proper security clearances, and eiuuting that file 
rooms and computer systems provide adequate protection. Thl* secrecy limits Innovation 
in risk prevention and risk management. 14 ' Keeping risk information hidden from the 
public also limits the credibility of agency decisions.' * 4 Without access to this information, 
the public is asked to simply trust that the agency is making appropriate and well-informed 
decisions. 

We propose four separate reforms Oust address the agencies' current . permissive approach to 
trade scan protections for information that informs fsealth and environmental regulation: 

• The classes of information subject to CBI protection should be explicitly limited: 

• AH information that is submitted to the goi'eminent and alleged to be worthy oj trade 
secret/CBI protection should be accompanied by a thorough expLtnation of why such 
protection is warranted: 

• In the rare instances where the government sequesters trade secrets or CBI, protections 
should "sunset” unless submitters justify the extension of protection; and 

• Tlje Executive Branch should reestablish a "presumption of disclosure'' under FOIA. 
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Types of Information that Should Never Be Sequestered 

Certain toxicological, ecotoxico/ogical. and other physicochemical information should never 
be kept secret because of its importance to the protection of public health, nor ker safety, and 
natural resources. Both TSCA «nd FI FRA prohibit F.PA from granting CB1 protection to 
terrain health and wtety information. However, the TSCA and F1FRA prohibitions ha\c 
exceptions that allow CBI claims when the health and safety information could possibly be 
used to understand a firm's manufacturing processes or the composition of a proprietary 
chemical mixture. 14 *' These exceptions, though narrowly tailored, are tied to a FOIA process 
that opens significant loopholes and enables firms to hide useful information from the 
public. 1 '* Under TSCA, 95 percent of $ 5 prrmanulacturc notices have CB1 claims' 46 and 
25 percent of § 8(c) adverse effects reports have CBI claims. 1 ^ 


Amendments to domestic statutes and regulations that exempt the above classes of 
inlnrmatmn from trade sccrct/CBl protections will ensure that useful risk information it 
publicly available Ho vs ever, positive legislative action may not even be necessary once the 
EL"s REACH regulations take effect.' w The REACH legislatiun lists the fallowing 
information as that which roust be always publicly available: 1 51 

• The name of the substance: 

• The classification and labeling of the substance: Under a prior EL directive, substances 
can be classified as “explosive.” “oxidizing.” "flammable." “toxic." “harmful.” 

'corrosive, - “irritant,” “sensitizer." “carcinogenic, - “mutagenic,” “toxic for 
reproduction," or “dangerous for the environment." If classified as one or mote of the 
preceding, the substance must be labeled as such;’* 2 

• Physicochemical data: information about the chemical properties of the substance.'" as 
well as about pathways and environmental bite: 

• Results of toxicology and ecotoxiculogy studies: 

• Arty derived no effect level or predicted nn effect concentration: 

• Guidance on safe use: and 

• Analytical methods for detecting the substance in humans or the environment Ml 
requested by the Chemicals Agency). 

Presumably, any risk information submitted to a U.S. regulatory agency would have to be 
submitted to the European Chemicals Agency, would be available to the public through that 
Agency, and would therefore destroy any link between disclosure by the L .>. agency and any 
economic harm. 


EPA should 
identify 
classes of 
information 
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Nevcrthclcu. EPA and other agencies could mil go one step further and explicitly identify 
classes of' information, as REACH doe,, that are not entitled to protection. For example, 
under -tO C.F.R. § 2.20*. EPA has the authority to make "class determinations" regarding 
the availability of CBI protection under FOIA for clearly defined types of information. A 
class determination stating that the information listed above is oot eligible for CBI 
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pro««uon due to it* public availability through the European Chemicals Agency would he j 
simple way for federal officials to affirm a policy of promoting scientific transparency. 


Upfront Substantiation 

In addition to limiting the types of information deserving confidential protection. We 
propose reforming the procedures that the private sector must follow to request protection. 
Under existing policies, requesting CBI protection is virtually cost-free, resulting in an 
overabundance of unwarranted CBI claims. A submitter can simply stamp a document as 
CBI: Only in limited circumstances arc firms required to provide a [ustifiemon for 
requesting confidential protection 1 '"' In order to ensure it proper balance between secrecy 
and transpatency, firms should be required to provide a detailed, upfront substantiation of 
their claim that public disclosure of specific information would result in substantial advene 
comperitiir impact. 

Evidence exist* that requiring substantiation of CBI claims is an effecrive wav ta prevent 
overbroad claims. A 1992 study by the Hampshire Research Associates found that CBI 
claims drop |>v as much as 50 to 60 percent when EPA requires upfront substantiation.'*'’ 
EPA has underraken a systematic effort to review CBI daims made under TSCA and ro 
challenge those that seemed overbroad. Agency officials challenge abuut 1*» TSCA CBI 
claims per year and firms withdraw "nearly all of the daims challenged.”’ ** By requiring 
firms to provide upfront substantiation of their CBI claims when the claims are first made 
the government could avoid the administrative and public health costs of sequestering 
information that does noi deserve confidential protection. 

Requiring upfront substantiation would simply mean asking for clcai documentation of the 
decision process firms should already be employing. The same regulations that inform firms 
of their right to request CBI protection for the information they submit to EPA also dearly 
<ratc the substantive criteria that the Agency uses to determine whether confidentiality is 
warranted. Any firm that requests CBI protection should fust assess the request according 
to the regulators criteria. 

Documenting this assessment and submitting it to EPA along with the alleged CBI should 
Impusc only minimal additional administrative costs. In fact. EPA conducted some research 
in the 1990s to determine tbe additional costs to firms if they were required to provide 


^ 

TABLE 2. 

Hours for Confidential Business Information Claims <in hot doiun) 


Task 

Clerical Hours 
(S24.i3/hr) 

Technical hours 
(S59. 52/hr) 

Managerial hours 
1581.61 /hr) 

Total 

hours 


Utjfrorti substanuatiofi 
ol chemical Identity 

0.26 - 0.26 

’ 08 • 1 .82 

0.48-1. OS 

1 82 3.13 


Upfront substantiation of 
^pi»ot sue informal-on 

0.12-0.12 

0.54-1.12 

428-0.79 

0 89 203 
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upfront substantiation of CBI claims related to chemical identic)- or plant site information 
submitted under the TSCA $ 8(a) Inventor)- Update Rule and found the following: 1 *" 

If we take these data to indicate that substantiating a CBI claim only takes a matter of 
hours, our proposal to impose such a vmall burden on firms in order to promote 
transparency and improve public health seems reasonable. 

In ' ‘) k M. EPA actually published in the Federal Register a limited proposal ro improve 
.uifotjutiarion practices. After first indicating that (he Agency was considering imposing an 
upfront substantiation requirement on allTSCA §$ K<c), (d). and (c) filings, ** the final 
proposal in tire Federal Register suggested onlv requiring upfront substantiation when the 
chemical identity is claimed confidential in these filings. The final proposal was never 
codified, hut this episode shows that E.PA rcvognu.es the utility of upfront substantiation, 
particularly where CBI chum* are prevalent and the allegedly confidential information would 
he useful if disclosed to the public. 1 '’ 0 Congress, too. recognizes the importance of upfront 
substantiation of CBI claims in the toxics arena, evidenced by the fact that the Emergency 
Planning and Community Right-co-Know Act (EPCRA) mandates upfront substantiation of 
auv CBI claim. 161 

Sunsets on CBI Claims 

Over time, changes in market conditions and the state of technology tend to decrease die 
economic justification for CBI protection. The benefit to manufacturers - and therefore the 
justification* for sequestering risk information - decreases over time due to the high 
depreciation rate of information. 1 02 Products arc reformulated, patents expire, and 
com pernors gain access ro proprietary information through other means. At the same time, 
hazardous products are distributed through the marketplace, increasing environmental ami 
human exposure and. consequently, driving up the value of that risk information a* a tool 
for eliminating hazards. 

The idea of sunsets on CBI claims covering risk information was actually floated by EPA in 
1994 as part of a broader initiative to change the .Agency's CBI policy. 16 -' And the 
Government Accountability Office (GAO) has found that industry representatives who were 
asked about sunsets on CBI claims found the proposal reasonable. Kv * While die mstlfication 
for imposing sunsets on CBI claims under toxics law Is simple, the technical details of 
implementing this reform arc not. Research on the useful life of CBI protection in the field 
of risk information ts essentially non-existent, likely because maintaining that protection is 
costless for firms under current regulation 'thus eliminating the incentive to research the 
utility uf continuing to protect information). This lack of research makes the task of 
choosing sunsets arbitrary. In other fields, empirical research suggests that the years is a 
ty pical useful life for patent and trade-secret protections. ,ft * To put this conclusion in 
context, the FDA typically grams five-year exclusive marketing rights for new drugs and 
pesticides are generally protected by 20- year patents. Sinet risk information on its own is 
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unlikely to destroy It firtn't competitive advantage and a sunset would allow for continued 
CBl protection upon proper justification, we suggest a five-year sunset on all claims made 
under TSCA and Ft FRA. 

Freedom of Information Act Retrenchment 

Even if change* to the CBl policies under TSCA. FIFRA. and orher '.nformation-gatlicring 
statute* decrease incentive* for regulated parties to hide information, public request* for 
unprotected data could be rejected by agency staff who are warv of running up against 
officials who support recent trends to federal policy that constrict FOIA* open-government 
mandates. 166 FOLA Exemption A goes federal officials the power to withhold information 
requested by the public il that infortnaiion is a "trade secret" or commercial or linancul 
information obtained from a person that is privileged or confidential.’ ,r,T The breadth of 
information covered by this exemption has expanded in recent years as the result of 
troubling court decisions and shifting Justice Department policies. 168 

The overarching trend in judicial interpretation of FOIA Exemption 4 «s to read the 
exemption in the broadest possible manner, ignoring other interpretations that balance the 
economic reasons for protecting business information against the goal of promoting 
government transparency.”’ 69 

Current Justice Department policy on the exemption similarly favors secrecy over open 
government. Attorney General John Ashcroft, in an October 2001 memo to all federal 
agencies, announced that decisions to disclose information through FOIA that could have 
been withheld by claiming a statutory exemption should be made only after full and 
deliberate consideration of the institutional, commercial, and personal privacy interests that 
could be implicated by disclosure of the information,’ 1 70 Moreover, die memo stared that 
DOJ would defend all decisions to withhold Information "unless they lack a sound legal 
basis or present an unwarranted risk of advene ttnpuct on the ability of other agencies to 
protect other important records."’’’ 

This policy llouts legislative intent and previous administrative practice. Under 
Attorney General Janet Reno, the executive branch operated under a "presumption of 
disclosure w hcrcbv DOJ would only defend decisions to svithhold information from tire 
public in those cases where the agency reasonably foresees that disclosure would be harmful 
10 an .merest protected by that exemption ‘ 1 Whether by Executive Order or revised 
Justice Department policy, the executive branch should reestablish the longstanding 
'presumption of disclosure" under FOIA. Congressional action may be necessary to overcome 
established agency policies and court decisions. 
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Establishing a Science Registry 

Tht god oj expanding <tccess to p finitely funded toxics research might lie ben achieved thin ugh 
additional programs that would complement expanded advene effects reporting requirements, 
specifically the creation of a national registry for studies investigating the toxicological 
properties of common chemicals . One such program was Jim developed in tbc pharmaceutical? 
arena, where marcher* are required to register their work in a clmical-mali registry. A 
clinical-trial* registry allows scientists m post a notice that the)- are conducting research on the 
cftccts or efficacy ol a pharmaceutical product in * .cntralr/ed and publicly accessible database. 

The mosr successful clinical-trials registry u operated by the National Institutes of Health 
(XI H). ClinitannaJs.gov is an online database developed in accordance with rhe FDA 
Modernization Act of 199“. which mandated registration of all private and public clinical 
trials conducted to support invcvtigarional new drug applications tor pharmaceuticals that 
could be used to treat “serious and life- threatening conditions 1'be process of 

registering a clinical trial begins early in the research process. Before any patients arc 
enrolled, the principal investigator must submit certain basic information about the trial'* 
design to N1H. The detail* include the name of the sponsor and principal investigator, a 
description of the stud)’ (including information about the disease or condttinn being studied 
and intervention being tested), and the outcome measures being tested. 1 '’ 

Congress has since expanded the registration mandate to cover oil controlled, clinical 
investigations other than Phase l studies Ishorr-rerm- limited-exposure studies designed to 
ensure pharmaceuticals meet basic safety standards prior to further investigation to test 
efficacy). 1 h A similar program could be designed to bring the transparency benefits of a 
research registry to a broader vet of scientific disciplines. This idea has been implemented ur 
proposed in a number of other fields, from genetics’ to nanotechnology. ' * 

The clinical-trials rcgtstiv was designed in response tu a problem thac also plagues 
toxicological research: the suppression and selective reporting of adverse and equivocal 
research. In chc pharmaceutical research industry, researcher*, funding institutions, and 
medial journals are keenly interested in two type* of trials: those showing that nett 
treatments arc improvements over existing clinical practices, and those showing that two 
approaches to treatment arc equivalent. 170 Equivocal trials and those showing that a new 
treatment is inferior are lc« likely to boost pharmaceutical manufacturers' profit* or affect 
physicians' practices or Medicare and Medicaid coverage and, as a result, are more likely to 
get scuttled while in progress or left unpublished once the data are analyzed. In other fields 
of research, suppression of adverse results is also pervasive, thnugh it is motivated more by 
manufacturers' desire to avoid additional regulation than by publication incentives. 

Examples include the DuPont/PFGA case cited previously'* 0 and the tobacco industry's 
persistent sequestration nf studies related to nhotinc pharmacology. 18 ’ 

Presumably, many of the benefits of a clinical-mats registry that accrue to the pharmaceutical 
field would be transferable to other fields of research if the registry concept were expanded. 
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SIM has made ClimcalTrta!s,gtsv indexed And searchable, so once rexeanrhers have registered 
their work (which they are generally required rn do prior to enrollment of the first patient!- 
any member of the public can access terrain details about the goals of the trial, its status, its 
sponsor, and other usefid information- This design was originally conceived as a recruitment 
tool for brvestigators and potential patients. But it is the other benefit* that would be most 
useful in the context of other research fields. 


By knowing 
what their 
colleagues 
and 

competitors 
are doing, 
scientists can 
design new 
work to 
resolve the 
questions left 
unanswered 
by existing 
work. 


for scientists, (he pfimarv benefit might be providing insight into tire state of ongoing 
research that haa not vet reached the publication stage. By knowing w hat their colleagues 
and competitors are doing, scientists can design nesv work ro resolve the questions left 
unanswered by existing work (c,g., does an alternate exposure pathway change the toxicology 
•if a certain chemical"). For organiraiiims that fond research, the registry could be a useful 
tool for avoiding redutldanr work. For stare and federal regulators, ,t could be a resource for 
finding experts at the curling edge of research in a particular area. Interested parries can also 
track individual studies to ensure rhar they are continuing toward completion and not 
abandoned when results do nor conform !o expectations. 

' threshold problem in designing and implementing an expanded science registry Is defining 
the scope of the registry - the types of research rhar must he registered. Outside the field of 
pharmaceuticals, studies are nor idennfied ,u ' Phase I" ihrough 'Phase IV.” so ihai aspect of 
simple design m the Clinical Trials-gov databaie cannot be duplicated. Instead, coverage 
...uld he defined bases! on intended outcomes. Fot instance, the databaie could Initially be 
limited 1.1 studies designed ro develop or refine a carcinogenicity profile or other 
rojcicjfogieal profile for a lutuiance in the TSCA Inventory or covered bv a pesticide 
registration under FIFRA. This approach (ails to cover research on ness substances and on 
the fundamental principle* of toxicology. but ir promotes transparency in those studies rhar 
toil LI be the most useful in toxics regulation, 

-V second significant issue is enforcement. VVhea the clinical-teals registry first s-ame online. 

It was plagued by infrequent tegisttation of triala. FDA staff found that, from January n, 
September 2002. only 44 percent of industry-sponsored clinical trials that should base been 
registered were. 1 During its first fisc sears, from Its Inception in February 2000 until May 
20. 2005. rescarvhcrs registered 13.153 clinical matron the registry, 153 But then between 
Mai 20, 2005 and October 1 1 , 2005, another 4.30 1 trials were registered (a '3-perecnr 
increase in the siae of the database in lets than five months ). 18 '' This dramatic spike in rite 
number of registered trials has been linked ro a policy shift by rhe IC.VIJE In September 
2004. the editors 0 (JAMA. Tile Nan lughael Journal af Mediant, The Brithb MeJieal 
Journal, and numerous other infiuemial publications announced that they would refine to 
accept articles haled on unregutcred trials that began patient enrollment after July- 2005 . ,8 " 

3 similar s.aiemenr by a group of prominent iournal editors in other fields .if research might 
be rhe best way to expand the use of research registries. 
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One final question about implementation that ties the idea of expanded registries back to 
the adverse effects reporting and Shelby Amendment discussions is the question of whether 
expanded research registries should be “results registries." Unlike ClinicalTnaU.gov. a results 
registry has all of the information about the design of a trial, plus a summary of the results 
once the trial has run its course. Results could he posted in many different ways, each with 
potential pitfalls, but the simplest way may be the best: When a registered study is the basis 
for a peer-reviewed article, a link to the article or an abstract should be posted on the 
registry - . Though this method makes it less likelv that the results will be posred in language 
that is dear and comprehensible to the lay public, it ensures that only peer-reviewed 
conclusions are posted. 


Conclusion 

Congress and the Executive Branch have developed a system in which decisions about how 
to set protective standards are guided in Urge part by objective scientific evidence. So long 
as this is the case, these two branches of government, along with the judiciary, must do whai 
they can rn limit distortion of science and harassment of scientists by ideological and 
economic special interests. The proposals described in these pages are rooted in the bedrock 
principles of scientific independence and transparency, and. if implemented, would improve 
the integrity of the science policy decisions that shape our environmental and public health 
protections. 
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